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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH,  EDUCATION, 
AND  WELFARE 

SUBCHAPTER  J— HEALTH  CARE  DELIVERY 
SYSTEMS 

PART  110— HEALTH  MAINTENANCE 
ORGANIZATIONS 

Interim  Regulations 

AGENCY:  Public  Health  Service,  HEW. 
ACTION :  Interim  regulations. 

SUMMARY:  These  regulations  imple¬ 
ment  certain  aspects  of  Title  XIII  of  the 
Public  Health  Service  Act,  “Health 
Maintenance  Organizations”  (42  U.S.C. 
300e  et  seq.) ,  as  amended  by  the  Health 
Maintenance  Organization  Amendments 
of  1976  (Pub.  L.  94-460).  Included  are 
regulations  which  set  forth  requirements 
regarding  the  organization  and  operation 
of  qualified  health  maintenance  organi¬ 
zations  (Subpart  A),  requirements  for 
entities  requesting  Federal  financial  as¬ 
sistance  for  the  development  and  initial 
operation  of  health  maintenance  organi¬ 
zations  (Subparts  B,  C,  D,  and  E),  and 
requirements  for  entities  seeking  a  de¬ 
termination  by  the  Secretary  that  they 
are  qualified  health  maintenance  organi¬ 
zations  under  Title  Xm  (Subpart  F) . 

EFFECTIVE  DATE:  June  8, 1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Frank  H.  Seubold,  Ph.  D.,  Director,  Di¬ 
vision  of  Health  Maintenance  Organi¬ 
zations,  5600  Fishers  Lane,  Parklawn 
Building,  Room  12-05,  Rockville, 
Maryland  20857  (301-443-4106)  or 

Mr.  William  J.  McLeod,  Director,  Of¬ 
fice  of  Health  Maintenance  Organiza¬ 
tions  Qualification  and  Compliance, 
5600  Fishers  Lane,  Parklawn  Building, 
Room  14A-35,  Rockville,  Maryland 
20857  (301-443-2778). 

SUPPLEMENTARY  INFORMATION: 
Regulations  to  implement  certain  provi¬ 
sions  of  Title  XIII  of  the  Public  Health 
Service  Act  were  published  in  the  Fed¬ 
eral  Register  on  October  18,  1974,  (39 
FR  37308-37323 ;  Subparts  A,  B,  C,  D,  E, 
and  G)  and  on  August  8,  1975,  (40  FR 
33520-33524;  Subpart  F).  With  respect 
to  Subpart  F,  certain  provisions  were 
proposed  to  be  amended  in  a  Notice  of 
Proposed  Rulemaking  published  on  Sep¬ 
tember  17,  1976,  in  the  Federal  Register 
(41  FR  40292).  The  Assistant  Secretary 
for  Health  of  the  Department  of  Health, 
Education,  and  Welfare,  with  the  ap¬ 
proval  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare  hereby  amends  the 
regulations  cited  above  by  deleting  all 
provisions  that  are  inconsistent  with 
the  Health  Maintenance  Organization 
Amendments  of  1976  (Pub.  L.  94-460) 
and  by  adding,  as  appropriate,  the  text 
of  the  statutory  amendments.  In  addi¬ 
tion,  it  was  necessary  in  certain  instances 
to  add  clarifying  language  which  will  al¬ 
low  the  activities  of  the  health  mainte¬ 
nance  organization  program  to  be  ad¬ 
ministered  under  the  authority  of  the 
1976  amendments. 


For  reasons  set  out  below,  the  Secre¬ 
tary  has  determined  that  public  partici¬ 
pation  in  rulemaking  prior  to  issuance 
of  these  regulations  and  a  delay  in  their 
effective  date  would  be  impractical  and 
contrary  to  the  public  interest,  and,  ac¬ 
cordingly,  that  good  cause  exists  for 
making  these  regulations  effective  im¬ 
mediately  on  June  8,  1977.  Because  the 
new  law  moderates  certain  restrictive 
provisions  of  the  original  Act,  there  is 
an  urgent  need  to  revise  the  current  reg¬ 
ulations  as  soon  as  possible  so  that  or¬ 
ganizations  may  qualify  under  the 
amended  law.  In  addition,  applicants 
for  grants  and  loans  will  benefit  sub¬ 
stantially  from  the  less  restrictive  provi¬ 
sions  of  the  new  law,  and,  with  only  a  two 
year  extension  of  the  financial  assistance 
programs,  revised  regulations  are  ur¬ 
gently  needed. 

Following  the  Issuance  of  these  in¬ 
terim  regulations,  the  Department  in¬ 
tends  to  issue  a  Notice  of  Proposed  Rule- 
making  which  would  propose  to  revise 
these  regulations  by  implementing  all  of 
the  provisions  of  the  Health  Mainte¬ 
nance  Organization  Amendments  of 
1976,  except  for  the  amendments  to  Ti¬ 
tles  XVm  (Medicare)  and  XIX  (Medic¬ 
aid)  of  the  Social  Security  Act.  The  pub¬ 
lic  would  be  given  60  days  to  comment 
on  these  proposed  regulations,  including 
the  amendments  made  in  these  interim 
regulations. 

Set  forth  below  is  a  summary  of  the 
amendments  made  by  these  interim  reg¬ 
ulations. 

V. 

A. — Discussion  of  the  Health  Mainte¬ 
nance  Organization  Amendments  or 

1976 

Attention  is  called  to  features  of  the 
amended  law  which  required  either  de¬ 
leting  inconsistent  provisions  in  the  cur¬ 
rent  regulations  or  adding  the  text  of  the 
statutory  amendments.  Provisions  of  the 
1976  amendments  included  in  the  interim 
regulations  are: 

1. — SUPPLEMETAL  health  services 

Allows  inclusion  of  supplemental 
health  services  in  the  basic  health  serv¬ 
ices  which  a  health  maintenance  orga¬ 
nization  provides  its  members  for  a  basic 
health  services  payment. 

Makes  the  offer  of  supplemental  health 
services  optional  for  the  health  mainte¬ 
nance  organization. 

2. — staffing 

Permits  the  health  maintenance  orga¬ 
nization  to  provide  the  services  of  health 
professionals  which  are  provided  as  basic 
health  services  through  any  combination 
of  staff,  medical  group,  individual  prac¬ 
tice  association,  or  health  professionals 
under  contract. 

Broadens  the  range  of  personnel  who 
may  be  utilized  to  provide  basic  health 
services. 

Limits  extent  of  direct  contracting 
between  a  health  maintenance  organiza¬ 
tion  and  health  professionals  for  the  pro¬ 
vision  of  basic  health  services  to  15 
percent  (30  percent  for  a  health  mainte¬ 
nance  organization  serving  a  rural  area) 
of  the  total  compensation  paid  to  phy¬ 


sicians  for  the  provision  of  basic  and 
supplemental  health  services. 

3. — OPEN  ENROLLMENT 

Requires  open  enrollment  to  be  of¬ 
fered  only  by  a  health  maintenance  or¬ 
ganization  which  did  not  incur  a  deficit 
in  its  most  recent  fiscal  year  and 

a.  Has  provided  comprehensive  health 
care  services  on  a  prepaid  basis  for  at 
least  5  years,  or 

b.  Has  an  enrollment  of  50,000. 

Provides  that  the  open  enrollment  pe¬ 
riod  is  the  lesser  of  30  days  or  the  period 
within  which  the  health  maintenance  or¬ 
ganization  enrolls  a  number  of  individu¬ 
als  at  least  equal  to  3  percent  of  its  net 
increase  in  enrollment  during  the  prior 
year,  excluding  any  increase  in  enroll¬ 
ment  under  contracts  which  were  in  ef¬ 
fect  prior  to  qualification.  The  health 
maintenance  organization  may  not  be 
required  to  enroll  individuals  who  are 
confined  to  an  institution  because  of 
chronic  illness,  permanent  injury,  or 
other  infirmity  which  would  cause  eco¬ 
nomic  impairment  to  the  health  main¬ 
tenance  organization. 

Provides  that  the  health  maintenance 
organization  may  not  be  required  to 
make  the  effective  date  for  benefits 
less  than  90  days  after  the  date  of 
enrollment. 

Permits  the  Secretary  to  waive  the 
open  enrollment  requirement  if  the 
health  maintenance  organization  demon¬ 
strates  that  its  economic  viability  would 
be  jeopardized  by  compliance  with  the 
requirement. 

4. — DEFINITION  OF  SERVICES 

Eliminates  preventive  dental  care  for 
children  from  the  list  of  required  basic 
health  services. 

Defines  preventive  health  services  to 
include  immunizations,  well-child  care 
from  birth,  periodic  health  examinations 
for  adults,  voluntary  family  planning 
services,  services  for  infertility,  and 
children's  eye  and  ear  examinations. 

5. - COMMUNITY  RATING 

Permits  health  maintenance  organiza¬ 
tions  which  provided  comprehensive 
health  services  on  a  prepaid  basis  at  the 
time  of  qualification  as  a  health  mainte¬ 
nance  organization  48  months  to  meet 
the  requirement  that  payments  for  basic 
and  certain  supplemental  health  services 
be  fixed  under  a  community  rating 
system. 

Requires  applications  for  assistance  to 
include  ail  additional  assurance  with  re¬ 
spect  to  the  fixing  of  basic  health  serv¬ 
ices  payments  and  supplemental  health 
services  payments  under  a  community 
rating  system 

Adds  difference  in  marketing  costs  to 
the  nominal  differentials  allowable  under 
a  community  rating  system. 

Allows  nominal  differentials  in  rates 
to  accommodate  the  group  purchasing 
practices  of  employers  under  the  com¬ 
munity  rating  system. 

6. — MEDICAL  GROUP  REQUIREMENTS 

Partially  relieves  the  requirement  that 
the  “principal’'  practice  activity  of  the 
medical  group  must  be  for  the  health 
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maintenance  organization,  by  requiring 
the  group  to  have  a  “substantial”  respon¬ 
sibility  for  delivery  of  health  services  to 
health  maintenance  organization  mem¬ 
bers. 

Provides  that  payment  to  group  mem¬ 
bers  is  to  be  unrelated  to  the  frequency 
of  services  performed. 

Requires  that  the  health  maintenance 
organization  member’s  enrollment  status 
is  not  to  be  made  known  to  the  health 
professional  providing  services  to  the 
member. 

7.  — INCREASE  IN  LIMITS  ON  ASSISTANCE  FOR 

FEASIBILITY  SURVEYS,  PLANNING,  INITIAL 

DEVELOPMENT,  AND  INITIAL  OPERATION 

Increases  feasibility  grant  limit  from 
$50,000  to  $75,000. 

Increases  planning  grant  limit  from 
$125,000  to  $200,000. 

Allows  up  to  $1,600,000  for  the  initial 
development  of  certain  health  mainte¬ 
nance  organizations  which  will  under¬ 
take  to  expand  or  will  serve  non-contigu- 
ous  services  areas. 

Extends  period  for  use  of  loan  funds 
(time  to  reach  break  even)  from  36 
months  to  60  months;  maximum  loan 
remains  at  $2,500,000. 

8.  — LOAN  GUARANTEES  FOR  PRIVATE  ENTITIES 

Permits  guarantee  of  private  loans  to 
non-profit  private  entities. 

Provides  for  special  consideration  for 
applicants  which  will  serve  medically  un¬ 
derserved  populations. 

9. — MISCELLANEOUS  AMENDMENTS 

Extends  the  period  of  loan  assistance 
from  36  to  60  months  and  permits  the 
health  maintenance  organization  to 
break  even  in  less  than  60  months  with¬ 
out  being  required  immediately  to  repay 
part  of  the  loan. 

Facilitates  the  administration  of  the 
loan  program  by  revising  language  relat¬ 
ing  to  the  interest  rate  for  loans. 

Permits  use  of  initial  development 
grant  funds  to  recruit  physicians  who 
will  engage  in  practice  principally  for  the 
health  maintenance  organization. 

10. — HEALTH  MAINTENANCE  ORGANIZATIONS 
AND  FEDERAL  EMPLOYEE  HEALTH  BENE¬ 
FITS  PROGRAM 

Provides  that  an  entity  serving  Fed¬ 
eral  employees  under  contract  with  the 
Civil  Service  Commission  can  be  con¬ 
sidered  a  qualified  health  maintenance 
organization  if  it  meets  all  the  require¬ 
ments  of  the  Health  Maintenance 
Organization  Act  with  respect  to  its 
other  enrollees. 

II. — CONFORMING  AMENDMENTS 

Changes  references  in  the  original  Act 
to  “the  section  314(a)  State  health 
planning  agency”  and  “the  section  314 
(b)  areawide  health  planning  agency”  to 
read  “State  health  planning  and  de¬ 
velopment  agency”  and  “health  systems 
agency”,  respectively. 

B. — CLARIFYING  LANGUAGE  ADDED 

In  certain  cases,  clarifying  language 
was  necessary  and  has  been  added  to  the 
Interim  regulations  as  follows: 


1.  The  term  “comprehensive  health 
services”  was  defined  by  listing  the 
services  set  forth  at  1  110.603(b),  which 
describes  a  transitionally  qualified  health 
maintenance  organization  (|  110.101  (s)). 

2.  A  specific  “use  of  funds”  statement 
was  added  to  the  requirements  for 
feasibility  surveys  and  planning  and 
initial  development  projects  (58  110.305 
(c)  and  110.406(a)(3)  and  (b)(4)). 

3.  The  definition  of  the  term  “operat¬ 
ing  cost”  was  expanded  to  include  the 
use  of  Federal  funds  for  restricted 
reserve  accounts  required  by  State 
authority  (§  110.501(a)). 

4.  In  the  case  of  applicants  for  qualifi¬ 
cation  which  have  regional  components 
(see  §  110.101(1)  (4) ),  the  regulations 
now  provide  that  the  applicant  may  be 
considered  to  be  a  transitionally  qualified 
health  maintenance  organization  for 
those  regional  components  which  have 
signed  the  assurances  required  for 
transitional  qualification.  However,  if  all 
of  the  regional  components  have  not 
signed  these  assurances  within  one  year 
or  if  any  of  the  components  fails  to 
comply  with  the  applicable  time-phased 
plan  for  becoming  an  operational  quali¬ 
fied  health  maintenance  organization, 
the  qualification  of  the  entire  entity  will 
be  terminated  (f  110.603(b)(3)). 

C. — Procedural  Changes  in  Qualifica¬ 
tion  Application  Requirements 

Certain  procedural  changes  have  been 
made  with  respect  to  qualification  appli¬ 
cation  requirements.  The  application  re¬ 
quirements  for  qualification  applicants 
previously  contained  in  S  110.604(b),  (c), 
and  (d) ,  have  been  deleted  from  the  in¬ 
terim  regulations  and  will  be  revised  and 
set  forth  in  a  separate  application  form 
provided  by  the  Secretary.  Application 
forms  and  instructions  may  be  obtained 
by  writing  the  Office  of  Health  Mainte¬ 
nance  Organizations  Qualification  and 
Compliance,  Assistant  Secretary  for 
Health,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  5600  Fishers  Lane, 
Rockville,  Maryland  20857  or  the  Re¬ 
gional  Health  Administrator  in  the  ap¬ 
propriate  Regional  Office  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
at  the  addresses  set  forth  at  45  CFR 
5.31(b). 

Note. — The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation  Impact 
Statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated:  April  8, 1977. 

James  F.  Dickson, 

Acting  Assistant  Secretary 
tor  Health. 

Approved :  May  28, 1977. 

Joseph  A.  Califano,  Jr., 

Secretary. 

Sub  part  A — Requirements  for  a  Health 
Maintenance  Organization 

gee 

110.101  Definitions. 

110.102  Health  benefits  plan:  Basic  health 

services. 

110.108  Health  benefits  plan:  Supplemental 
health  services. 


Sec. 

110.104  Providers  of  services. 

110.106  Payment  for  basic  health  services. 
110.100  Payment  for  supplemental  health 

services. 

110.107  AvallabUlty,  accessibility,  and  conti¬ 

nuity  of  basic  and  supplemental 
health  services. 

110.108  Organization  and  operation. 

110.109  Special  requirements:  Titles  XVIII 

and  XIX  of  the  Social  Security 

Act. 

110.110  Special  requirements:  Federal  Em¬ 

ployee  Health  Benefits  Program 

Subpart  B — Federal  Financial  Assistance:  General 

110.201  AppllcabUlty. 

110.202  Definitions. 

110.203  Application  requirements. 

110.204  Health  systems  agency  or  State 

health  planning  and  development 
agency  review  and  comments. 

110.205  Records,  reports.  Inspection,  and 

audit. 

110.206  Additional  conditions. 

1 10.207  Nondiscrimination. 

110.208  Inventions  or  discoveries. 

110209  Publications,  copyright,  and  data 
110.210  Confidentiality. 

1 102 1 1  AppllcabUlty  of  45  CFR  Part  74. 
110.212  Use  of  funds. 

110213  Grantee  accountability. 

110.214  Continued  support. 

Subpart  C — Grants  for  Feasibility  Surveys 

110.301  Applicability. 

110.302  EliglbUlty. 

110.303  Project  elements. 

110.304  Evaluation  and  award. 

1 10.305  Funding  duration  and  limitation. 

Subpart  D— Grants  and  Loan  Guarantees  for 
Planning  and  for  Initial  Development  Costs 

110.401  AppllcabUlty. 

110.402  EliglbUlty. 

110.403  Project  elements  for  planning. 

110.404  Project  elements  for  Initial  devel¬ 

opment. 

110.405  Funding  duration  and  limitation. 

110.406  Evaluation  and  award. 

110.407  Loan  provisions. 

Subpart  E — Loans  and  Loan  Guarantees  for  Initial 
Operating  Costs 

110.501  Applicability. 

110.502  Definitions. 

110.503  EliglbUlty. 

110.504  Project  elements. 

110.506  Reserve  requirements. 

110.506  Evaluation  and  award. 

110.507  Funding  duration  and  limitation. 
110.506  Loan  provisions. 

Subpart  F — Qualification  of  Health  Maintenance 
Organizations 

110.601  Applicability. 

110.602  Definitions. 

110.603  Requirements  for  qualification. 

110.604  Application  requirements. 

110.605  Evaluation  and  determination  of 

qualification. 

Authority:  Sec.  215,  68  Stat.  690,  (42 
US.C.  216);  secs.  1301-1316,  as  amended,  90 
Stat.  1946-1960  (  42  U8.C.  300e-15). 

Subpart  A — Requirements  for  a  Health 
Maintenance  Organization 

§  110.101  Definitions. 

As  used  in  this  part: 

(a)  “Health  maintenance  organiza¬ 
tion”  means  a  legal  entity  which  provides 
or  arranges  for  the  provision  of  basic 
and  supplemental  health  services  to  Its 
members  in  the  manner  prescribed  by, 
la  organized  and  operated  In  the  manner 
prescribed  by,  and  otherwise  meets  the 
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requirements  of,  section  1301  of  the  Act 
and  the  regulations  under  this  subpart. 

(b)  “Basic  health  services”  means: 

(1)  Physicians  services  (including  con¬ 
sultant  and  referral  services  by  a 
physician)  ; 

(2)  Outpatient  services  and  inpatient 
hospital  services; 

(3)  Medically  necessary  outpatient 
and  inpatient  emergency  health  services; 

(4)  Short-term  (not  to  exceed  twenty 
visits),  outpatient  evaluative,  and  crisis 
intervention  mental  health  services; 

(5)  Medical  treatment  and  referral 
services  (including  referral  services  to 
appropriate  ancillary  services)  for  the 
abuse  of  or  addiction  to  alcohol  and 
drugs; 

(6)  Diagnostic  laboratory  and  diag¬ 
nostic  and  therapeutic  radiologic 
services; 

(7)  Home  health  services;  and 

(8)  Preventive  health  services  (includ¬ 
ing  (i)  immunizations,  (il)  well-child 
care  from  birth,  (iil)  periodic  health 
evaluation  for  adults,  (iv)  voluntary 
family  planning  services,  (v)  services  for 
infertility,  and  (vi)  children’s  eye  and 
ear  examinations  conducted  to  deter¬ 
mine  the  need  for  vision  and  hearing 
correction). 

(c)  “Supplemental  health  services” 
means: 

(1)  Services  of  facilities  for  intermedi¬ 
ate  and  long-term  care; 

(2)  Vision  care  not  included  as  a  basic 
health  service; 

(3)  Dental  services; 

(4)  Mental  health  services  not  in¬ 
cluded  as  a  basic  health  service; 

(5)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ;  and 

(6)  The  provision  of  prescription 
drugs  prescribed  in  the  delivery  of  a  basic 
health  service  or  a  supplemental  health 
service  provided  by  the  health  mainte¬ 
nance  organization. 

(d)  “In-area”  means  the  geographical 
area  defined  by  the  health  maintenance 
organization  as  its  service  area  in  which 
it  provides  health  services  to  its  mem¬ 
bers  directly  through  its  own  resources 
or  through  arrangements  with  other 
providers  in  the  area. 

(e)  “Out-of-area”  means  that  area 
outside  of  the  geographical  area  defined 
by  the  health  maintenance  organization 
as  its  service  area. 

(f)  “Member”,  when  used  in  connec¬ 
tion  with  a  health  maintenance  organi¬ 
zation,  means  an  individual  who  has  en¬ 
tered  into  a  contractual  arrangement,  or 
on  whose  behalf  a  contractual  arrange¬ 
ment  has  been  entered  into,  with  the  or¬ 
ganization  under  which  the  organization 
assumes  the  responsibility  for  the  provi¬ 
sion  to  such  individual  of  basic  health 
services  and  of  such  supplemental  health 
services  as  may  be  contracted  for. 

(g)  “Subscriber"  means  a  member 
who  has  entered  into  a  contractual  re¬ 
lationship  with  the  health  maintenance 
organization. 

(h)  (1)  “Health  professionals”  means 
physicians,  dentists,  nurses,  podiatrists, 
optometrists,  physicians’  assistants,  clin¬ 
ical  psychologists,  social  workers,  phar¬ 


macists,  nutritionists,  occupational  ther¬ 
apists,  physical  therapists,  and  other  pro¬ 
fessionals  engaged  in  the  delivery  of 
health  services  who  are  licensed,  prac¬ 
tice  under  an  Institutional  license,  are 
certified,  or  practice  under  authority  of 
the  health  maintenance  organization,  a 
medical  group,  individual  practice  asso¬ 
ciation,  or  other  authority  consistent 
with  State  law. 

(2)  “Physician”  means  a  doctor  of 
medicine  or  a  doctor  of  osteopathy. 

(i)  “Medical  group"  means  a  partner¬ 
ship,  association,  corporation,  or  other 
entity: 

(1)  Which  is  composed  of  health  pro¬ 
fessionals  licensed  to  practice  medicine 
or  osteopathy  and  of  such  other  licensed 
health  professionals  (including  dentists, 
optometrists,  and  podiatrists)  as  are  nec¬ 
essary  for  the  provision  of  health  serv¬ 
ices  for  which  the  group  is  responsible; 

(2)  A  majority  of  the  members  of 
which  are  licensed  to  practice  medicine 
or  osteopathy;  and 

(3)  The  members  of  which 

(i)  As  their  principal  professional  ac¬ 
tivity  (over  50  percent  individually)  and 
as  a  group  responsibility  engage  in  the 
coordinated  practice  of  their  profession 
and  as  a  group  have  substantial  respon¬ 
sibility  (over  35  percent  in  the  aggregate 
of  their  professional  activity)  for  the  de¬ 
livery  of  health  services  to  members  of 
a  health  maintenance  organization  or 
present  a  time  phased  plan,  which  is 
acceptable  to  the  Secretary  and  to  which 
they  are  committed,  to  meet  this  require¬ 
ment  within  3  years  from  the  date  the 
health  maintenance  organization  is 
found  by  the  Secretary  to  be  a  qualified 
health  maintenance  organization.  Fol¬ 
lowing  the  expiration  of  such  3  year  pe¬ 
riod.  the  Secretary  may  waive  the  re¬ 
quirement  that  over  35  percent  of  the 
activity  of  a  medical  group  be  for  mem¬ 
bers  of  a  health  maintenance  organiza¬ 
tion. 

(il)  Pool  their  Income  from  practice 
as  members  of  the  group  and  distribute 
it  among  themselves  according  to  a  pre¬ 
arranged  salary  or  drawing  account  or 
other  similar  plan  unrelated  to  the  pro¬ 
vision  of  specific  health  services; 

(ill)  Share  health  (including  medical) 
records  and  substantial  portions  of  major 
equipment  and  of  professional,  technical, 
and  administrative  staff; 

<lv)  Establish  an  arrangement  where¬ 
by  a  member’s  enrollment  status  is  not 
known  to  the  health  professional  who 
provides  health  services  to  the  member; 
and 

(v)  Arrange  for  and  encourage  con¬ 
tinuing  education  in  the  field  of  clinical 
medicine  and  related  areas  for  the  mem¬ 
bers  of  the  group;  and 

(4)  Which  has  a  written  services 
agreement  with  a  health  maintenance 
organization  to  provide  services  to  mem¬ 
bers  of  the  health  maintenance  organi¬ 
zation. 

(j)  “Individual  practice  association” 
means  a  partnership,  corporation,  as¬ 
sociation.  or  other  entity:  (1)  Which  has 
as  its  primary  objective  the  delivery  or 

arrangements  for  the  delivery  of  health 

services  and  which  has  entered  into  a 


written  service  arrangement  or  arrange¬ 
ments  with  health  professionals,  a 
majority  of  whom  are  licensed  to  prac¬ 
tice  medicine  or  osteopathy.  Such  written 
services  arrangement  shall  provide: 

(1)  That  such  persons  shall  provide 
their  professional  services  in  accordance 
with  a  compensation  arrangement  estab¬ 
lished  by  the  entity;  and 

(ii)  To  the  extent  feasible : 

(A)  For  the  sharing  by  such  persons 
of  health  (including  medical)  and  oth¬ 
er  records,  equipment,  and  professional, 
technical,  and  administrative  staff;  and 

(B)  For  the  arrangement  and  en¬ 
couragement  of  the  continuing  educa- 
cation  of  such  persons  in  the  field  of 
clinical  medicine  and  related  areas;  and 

(2)  Which  has  a  written  services 
agreement  with  a  health  maintenance 
organization  to  arrange  for  the  provi¬ 
sion  of  services  to  members  of  the  health 
maintenance  organization. 

(k)  “Medically  underserved  popula¬ 
tion”  means  the  population  of  an  urban 
or  rural  area  designated  by  the  Secre¬ 
tary  as  an  area  with  a  shortage  of  per¬ 
sonal  health  services.  Designations  with 
respect  to  such  urban  or  rural  areas  will 
be  made  by  the  Secretary  as  described 
in  S  110.203(g). 

(l)  “Community  rating  system”  (com¬ 
munity  rate)  means  a  system  of  fixing 
rates  of  payments  for  health  services. 
Under  such  a  system  rates  of  payments 
may  be  determined  on  a  per-person  or 
per-family  basis  and  may  vary  with  the 
number  of  persons  in  a  family,  but  except 
as  otherwise  authorized  in  this  para¬ 
graph,  such  rates  must  be  equivalent  for 
all  individuals  and  for  all  families  of 
similar  composition.  This  does  not  pre¬ 
clude  changes  in  the  rates  of  payments 
for  health  services  based  on  a  community 
rating  system  which  are  established  for 
new  enrollments  or  reenrollments  and 
which  changes  do  not  apply  to  existing 
contracts  until  the  renewal  of  such  con¬ 
tracts.  Only  the  following  differentials  in 
rates  of  payments  may  be  established 
under  such  system: 

(1)  Nominal  differentials  in  such  rates 
may  be  established  to  reflect  differences 
in  marketing  costs  and  the  different  ad¬ 
ministrative  costs  of  collecting  payments 
from  the  following  categories  of  sub¬ 
scribers: 

(1)  Individual  (non-group)  subscrib¬ 
ers  (including  their  families), 

(ii)  Small  groups  of  subscribers  (100 
subscribers  or  less) , 

(iii)  Large  groups  of  subscribers  (over 
100  subscribers) . 

(2)  Nominal  differentials  in  such  rates 
may  be  established  to  reflect  the  com¬ 
positing  of  the  rates  of  payment  in  a 
systematic  manner  to  accommodate 
group  purchasing  practices  of  the  various 
employers. 

(3)  Differentials  in  such  rates  may  be 
established  for  subscribers  enrolled  in  a 
health  maintenance  organization:  (i) 
Under  a  contract  with  a  governmental 
authority  under  section  1079  (“Contracts 
for  Medical  Care  for  Spouses  and  Chil¬ 
dren:  Plans”)  or  section  10M  (“Con¬ 
tracts  for  Health  Benefits  for  Certain 
Members,  Former  Members  and  their  De- 
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pendents”)  of  Title  10  (‘‘Armed  Forces”) , 
United  States  Code;  or  (ii)  Under  any 
other  governmental  program  (other  than 
the  health  benefits  program  authorized 
by  chapter  89  (“Health  Insurance”),  of 
Title  5  (“Government  Organization  and 
Employees”) ,  United  States  Code) ;  or 

(iii)  Under  any  health  benefits  program 
for  employees  of  States,  political  sub¬ 
divisions  of  States,  and  other  public  en¬ 
tities. 

(4)  A  health  maintenance  organization 
may  establish  a  separate  community  rate 
for  separate  regional  components  of  the 
organization  upon  satisfactory  demon¬ 
stration  to  the  Secretary  of  the  fol¬ 
lowing; 

(i)  Each  such  regional  component  is 
geographically  distinct  and  separate 
from  any  other  regional  component; 

(ii)  Membership  is  established  with  re¬ 
spect  to  the  Individual  regional  com¬ 
ponent,  rather  than  with  respect  to  the 
parent  health  maintenance  organization ; 
and 

(ill)  Each  such  regional  component 
provides  substantially  the  full  range  of 
basic  health  services  to  its  members, 
without  extensive  referral  between  com¬ 
ponents  of  the  organization  for  such 
services,  and  without  substantial  utiliza¬ 
tion  by  any  two  such  components  of  the 
same  health  care  facilities.  The  separate 
community  rate  for  each  such  regional 
component  of  the  health  maintenance 
organization  must  be  based  on  the  dif¬ 
ferent  costs  of  providing  health  services 
in  such  regions. 

(m)  ‘‘Nonmetropolitan  area”  means 
an  area  no  part  of  which  is  within  an 
area  designated  as  a  standard  metro¬ 
politan  statistical  area  by  the  Office  of 
Management  and  Budget  and  which  does 
not  contain  a  city  whose  population  ex¬ 
ceeds  fifty  thousand  individuals. 

(n)  ‘‘Rural  area”  means  any  area  not 
listed  as  a  place  having  a  population  of 
2,500  or  more  in  Document  No.  PC(1)-A, 
‘‘Number  of  Inhabitants”,  Table  VI, 
“Population  of  Places”,  and  not  listed  as 
an  urbanized  area  in  Table  XI,  “Popula¬ 
tion  of  Urbanized  Areas”  of  the  same 
document  (1970  Census,  Bureau  of  the 
Census,  U.S.  Department  of  Commerce) . 

(o)  "Non-Federal  lender”  means  any 
lender  other  than  an  agency  or  instru¬ 
mentality  of  the  United  States. 

(p)  “Act”  means  the  Public  Health 
Service  Act. 

(q)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare  to  whom  the  authority  involved 
has  been  delegated. 

(r)  “Qualified  health  maintenance  or¬ 
ganization”  means  an  entity  which  has 
been  found  by  the  Secretary  to  meet  the 
applicable  requirements  of  title  xm  of 
the  Act  and  the  applicable  regulations  of 
this  part. 

(s)  “Comprehensive  health  services” 
means  health  services  which  are  pro¬ 
vided  or  arranged  for  individuals  or 
groups  by  a  public  or  private  organiza¬ 
tion  and  are  health  services  which  in¬ 
dividuals  might  reasonably  require  in  or¬ 
der  to  be  maintained  in  good  health. 


These  health  services  Include  as  a  min¬ 
imum  the  following  services,  which  may 
be  limited  as  to  time  and  cost:  Physician 
services  (S  110.102(a)  (1) )  ;  outpatient 
services  and  Inpatient  hospital  services 
(8  110.102(a)(2));  medically  necessary 
emergency  health  services  (8 110.102 

(a)  (3) ) ;  diagnostic  laboratory  and  diag¬ 
nostic  and  therapeutic  radiologic  serv¬ 
ices  (8  110.102(a)  (6)). 

§  110,102  Health  benefits  plan;  basie 
health  services. 

A  health  maintenance  organization 
shall: 

(a)  Provide  or  arrange  for  the  provi¬ 
sion  of  basic  health  services  to  its  mem¬ 
bers  as  needed  and  without  limitations 
as  to  time  and  cost  other  than  those -pre¬ 
scribed  in  the  Act  and  these  regulations, 
as  follows: 

(1)  Physician  services  (including  con¬ 
sultant  and  referral  services  by  a  physi¬ 
cian),  which  shall  be  provided  by  a  li¬ 
censed  .  physician,  or  if  a  service  of  a 
physician  may  also  be  provided  under 
applicable  State  law  by  other  health 
professionals,  a  health  maintenance  or¬ 
ganization  may  provide  such  service 
through  such  other  health  professionals; 

(2)  Outpatient  services,  which  shall 
Include  diagnostic  or  treatment  services 
or  both  for  patients  who  are  ambulatory 
and  may  be  provided  in  a  nonhospital 
based  health  care  facility  or  at  a  hos¬ 
pital;  inpatient  hospital  services,  which 
shall  include  but  not  be  limited  to,  room 
and  board,  general  nursing  care,  meals 
and  special  diets  when  medically  neces¬ 
sary,  use  of  operating  room  and  related 
facilities,  intensive  care  unit  and  serv¬ 
ices,  X-ray,  laboratory,  and  other  diag¬ 
nostic  tests,  drugs,  medications,  blologi- 
cals,  anesthesia  and  oxygen  services, 
special  duty  nursing  when  medically  nec¬ 
essary,  physical  therapy,  radiation  ther¬ 
apy,  inhalation  therapy,  and  administra¬ 
tion  of  whole  blood  and  blood  plasma; 
outpatient  services  and  Inpatient  hos¬ 
pital  services  shall  include  short-term 
rehabilitation  services  as  appropriate; 

(3)  Instructions  to  its  members  on 
procedures  to  be  followed  to  secure  in¬ 
area  and  out-of-area  medically  neces¬ 
sary  emergency  health  services  (see 
§  110.104(a)(2)); 

(4)  At  least  20  outpatient  visits  per 
member  per  year,  as  may  be  necessary 
and  appropriate  for  short-term  evalua¬ 
tive  or  crisis  intervention  mental  health 
services,  or  both; 

(5)  Diagnosis,  medical  treatment  and 
referral  services  (including  referral  serv¬ 
ices  to  appropriate  ancillary  services) 
for  the  abuse  of  or  addiction  to  alcohol 
and  drugs; 

(i)  Diagnosis  and  medical  treatment 
shall  include  detoxification  for  alcohol¬ 
ism  or  drug  abuse  on  either  an  outpa¬ 
tient  or  inpatient  basis,  whichever  is 
medically  determined  to  be  appropriate, 
in  addition  to  treatment  for  other  med¬ 
ical  conditions; 

(ii)  Referral  services  may  be  either 
for  medical  or  for  non-medical  ancillary 
services.  Medical  services  shall  be  a  part 
of  basic  health  services;  non -medical 
ancillary  services  (such  as  vocational  re¬ 


habilitation,  employment  counseling) , 
need  not  be  a  part  of  basic  health  serv¬ 
ices; 

(6)  Diagnostic  laboratory  and  diag¬ 
nostic  and  therapeutic  radiology  services 
in  support  of  basic  health  services; 

(7)  Home  health  services  provided  at 
a  member's  home  by  health  care  person¬ 
nel,  as  prescribed  or  directed  by  the  re¬ 
sponsible  physician  or  other  authority 
designated  by  the  health  maintenance 
organization;  and 

(8)  Preventive  health  services,  which 
shall  be  made  available  to  members  and 
shall  include  at  least  the  following: 

(i)  A  broad  range  of  voluntary  fam¬ 
ily  planning  services; 

(ii)  Services  for  infertility; 

(iii)  Well-child  care  from  birth  and 
periodic  health  evaluations  for  adults. 

(iv)  Eye  and  ear  examinations  for 
children  through  age  17,  to  determine 
the  need  for  vision  and  hearing  correc¬ 
tion;  and 

(v)  Pediatric  and  adult  immuniza¬ 
tions.  in  accord  with  accepted  medical 
practice. 

(b)  In  addition,  a  health  maintenance 
organization  may  Include  a  health  serv¬ 
ice  defined  as  a  supplemental  health 
service  by  8  110.101(c)  among  the  basic 
health  services  provided  or  arranged  for 
its  members  for  a  basic  health  services 
payment. 

(c)  The  following  are  not  required  to 
be  provided  as  basic  health  services: 

(1)  Corrective  appliances  and  artifi¬ 
cial  aids; 

(2)  Mental  health  services,  except  as 
required  under  section  1302(1)  (D)  of  the 
Act; 

(3)  Cosmetic  surgery,  unless  medi¬ 
cally  necessary: 

(4)  Prescribed  drugs  and  medicines 
incidental  to  outpatient  care; 

(5)  Ambulance  services,  unless  medi¬ 
cally  necessary; 

(6)  Treatment  for  chronic  alcoholism 
and  drug  addiction,  except  as  required  by 
section  1302(1)  (E)  of  the  Act  and  para¬ 
graph  (a)  (5)  of  this  section; 

(7)  Care  for  military  service  connected 
disabilities  for  which  the  member  is 
legally  entitled  to  services  and  for  which 
facilities  are  reasonably  available  to  this 
member ; 

(8)  Care  for  conditions  that  State  or 
local  law  requires  be  treated  in  a  public 
facility; 

(9)  Dental  services ; 

(10)  Vision  care: 

(11)  Custodial  or  domiciliary  care; 

(12)  Experimental  medical,  surgical, 
or  other  experimental  health  care  pro¬ 
cedures  unless  approved  as  a  basic  health 
service  by  the  policy  making  body  of  the 
health  maintenance  organization; 

(13)  Personal  or  comfort  items  and 
private  rooms,  unless  medically  neces¬ 
sary  during  inpatient  hospitalization : 
and 

(14)  Whole  blood  and  blood  plasma. 

§  110.103  Health  benefits  plan:  Supple¬ 
mental  health  services. 

(a)  Each  health  maintenance  organi¬ 
zation  may  provide  to  each  of  its 
members  any  of  the  following  health 
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services  which  are  included  in  supple¬ 
mental  health  services  (as  defined  in 
S  110.101(c)): 

(i)  Services  of  facilities  for  inter¬ 
mediate  and  long-term  care; 

(ii)  Vision  care  not  included  as  a  basic 
health  service; 

(ili)  Dental  services  not  included  as  a 
basic  health  service; 

(iv)  Mental  health  services  not  in¬ 
cluded  as  a  basic  health  service ; 

(v)  Long-term  physical  medicine  and 
rehabilitative  services  (including  physi¬ 
cal  therapy) ; 

(vi)  Prescription  drugs  prescribed  in 
the  course  of  provision  of  basic  out¬ 
patient  or  supplemental  health  services; 
and 

(vii)  Other  health  services  which  are 
not  included  as  basic  health  services  and 
which  have  been  approved  by  the  Secre¬ 
tary  for  delivery  as  supplemental  health 
services. 

(b)  A  health  maintenance  organiza¬ 
tion  shall  determine  the  level  and  scope 
of  such  supplemental  health  services 
Included  among  basic  health  services 
provided  to  its  members  for  a  basic 
health  services  payment  or  such  services 
offered  to  its  members  as  supplemental 
health  services. 

(c)  A  health  maintenance  organiza¬ 
tion  is  authorized,  if  it  so  elects,  in  con¬ 
nection  with  the  prescription  or 
provision  of  prescription  drugs,  to  main¬ 
tain,  review,  and  evaluate  a  drug  use 
profile  of  its  members  receiving  such 
services,  evaluate  patterns  of  drug 
utilization  to  assure  optimum  drug 
therapy,  and  provide  for  instruction  of 
its  members  and  of  health  professionals 
In  the  use  of  prescription  and  non- 
prescription  drfigs.  Each  health  main¬ 
tenance  organization  providing  such 
services  shall  insure  that: 

(1)  The  program  is  developed  jointly 
by  the  physicians  and  pharmacists  as¬ 
sociated  with  the  health  maintenance 
organization; 

(2)  The  objectives  of  the  program  are 
explained  to  all  health  professionals  and 
members  of  the  health  maintenance  or¬ 
ganization; 

(3)  Individual  rights  are  protected  and 
that  all  information  regarding  and  iden¬ 
tifying  an  individual  is  available  only  to 
appropriate  health  professionals  of  the 
health  maintenance  organization,  and  to 
the  individual  member  at  his  request; 

(4)  The  primary  thrust  of  the  program 
is  optimum  drug  therapy  for  the  indi¬ 
vidual  member  of  the  health  mainte¬ 
nance  organization;  and 

(5)  The  Information  obtained  in  drug 
utilization  review  is  utilized  in  educa¬ 
tional  programs  for  professionals  and 
members  of  the  health  maintenance  or¬ 
ganization. 

§  110.104  Providers  of  services. 

(a)  Basic  health  services  shall  be  pro¬ 
vided  or  arranged  for  through  health 
professionals  who  are  employed  by  the 
health  maintenance  organization  as 
members  of  the  staff  of  the  health  main¬ 
tenance  organization,  through  a  medical 
group  (or  groups) ,  which  has  contracted 
with  the  health  maintenance  organiza¬ 


tion.  through  an  individual  practice  as¬ 
sociation  (or  associations),  which  has 
contracted  with  the  health  maintenance 
organization,  through  health  profes¬ 
sionals  who  have  contracted  with  the 
health  maintenance  organization  for  the 
provision  of  such  services,  or  through 
any  combination  of  such  staff,  medical 
group  (or  groups),  individual  practice 
association  (or  associations),  or  health 
professionals  under  contract  with  the  or¬ 
ganization.  Such  contracts  shall  include 
the  acceptance  by  the  members  of  the 
medical  groups  or  individual  practice  as¬ 
sociations  of  effective  incentives,  such  as 
risk  sharing  or  other  financial  incentives, 
designed  to  avoid  unnecessary  or  unduly 
costly  utilization  of  health  services.  A 
health  maintenance  organization  may 
not,  in  any  of  its  fiscal  years,  enter  into 
contracts  with  health  professionals 
(other  than  as  members  of  its  staff)  or 
entities  other  than  medical  groups  or  in¬ 
dividual  practice  associations  if  the 
amounts  paid  under  such  contracts  for 
basic  and  supplemental  health  services 
exceed  fifteen  percent  of  the  total 
amount  to  be  paid  in  such  fiscal  year  by 
the  health  maintenance  organization  to 
physicians  for  the  provision  of  basic  and 
supplemental  health  services,  or,  if  the 
health  maintenance  organization  prin¬ 
cipally  serves  a  rural  area,  thirty  percent 
of  such  amount,  except  that  this  sentence 
does  not  apply  to  the  entering  into  of 
contracts  for  the  purchase  of  basic  and 
supplemental  health  services  through  an 
entity  which  but  for  the  requirements 
of  S  110.101(1)  (3)  (1)  would  be  a  medical 
group  for  purposes  of  this  subpart.  Con¬ 
tracts  between  a  health  maintenance  or¬ 
ganization  and  health  professionals' for 
the  provision  of  basic  and  supplemental 
health  services  shall  include  such  pro¬ 
visions  as  the  Secretary  may  require  (in¬ 
cluding  provisions  requiring  appropriate 
continuing  education).  Basic  health 
services  shall  be  so  provided  unless; 

(1)  The  services  are  unusual  or  In¬ 
frequently  used  services  which  do  not 
warrant  provision  through  staff  of  the 
health  maintenance  organization,  or  a 
medical  group,  or  an  individual  practice 
association  or  any  combination  of  the 
above  as  demonstrated  by  the  health 
maintenance  organization  to  the  satis¬ 
faction  of  the  Secretary.  The  provision 
of  such  services  not  provided  through 
the  staff  of  a  health  maintenance  or¬ 
ganization  or  through  a  medical  group 
or  an  individual  practice  association 
shall  be  arranged  for  by  the  health 
maintenance  organization  with  other 
providers  in  the  area;  or 

(2)  The  services  are  medically  neces¬ 
sary  (i.e.,  are  not  provided  for  reasons  of 
convenience)  and  are  provided  to  a 
member  other  than  through  the  health 
maintenance  organization  because  the 
member’s  condition  would  be  jeopardized 
before  he  could  obtain  such  services 
through  the  health  maintenance  organi¬ 
zation;  or 

(3)  The  services  are  provided  as  part 
of  inpatient  hospital  services  by  em¬ 
ployees  or  staff  of  a  hospital. 

(b)  Each  health  maintenance  organi¬ 
zation  shall  pay  the  provider,  or  reim¬ 


burse  its  members  for  the  payment  of, 
reasonable  charges  for  basic  health 
services  or  supplemental  health  services 
for  which  its  members  have  contracted, 
which  are  medically  necessary  emer¬ 
gency  services  obtained  within  area  or 
out-of-area,  other  than  through  the 
health  maintenance  organization.  Each 
health  maintenance  organization  shall 
adopt  procedures  to  review  promptly  all 
claims  from  members  for  reimbursement 
for  the  provision  of  medically  necessary 
health  services,  which  procedures  shall 
include  the  determination  of  the  medical 
necessity  for  obtaining  such  services. 

(c)  Supplemental  health  services  shall 
be  provided  or  arranged  for  by  the  health 
maintenance  organization  and  need  not 
be  provided  by  providers  of  basic  health 
services  under  contract  with  the  health 
maintenance  organization.  . 

§  110.105  Payment  for  basic  health 

services. 

(a)  Each  health  maintenance  organi¬ 
zation  shall  provide  or  arrange  for  the 
provision  of  basic  health  services  for  a 
basic  health  services  payment  which: 

(1)  Is  to  be  paid  on  a  periodic  basis 
without  regard  to  the  dates  such  health 
services  are  provided ; 

(2)  Is  fixed  without  regard  to  the 
frequency,  extent,  or  kind  of  such  health 
services  actually  furnished; 

(3)  Is  fixed  under  a  community  rating 
system,  except  as  provided  in  paragraph 
(c)  of  this  section;  and 

(4)  May  be  supplemented  by  addi¬ 
tional  nominal  copayments  which  may 
be  required  for  the  provision  of  specific 
basic  health  services.  Each  health  main¬ 
tenance  organization  may  establish  one 
or  more  copayment  options,  calculated 
on  the  basis  of  a  community  rating 
system. 

(i)  To  insure  that  copayments  are  not 
a  barrier  to  the  utilization  of  health  serv¬ 
ices  or  membership  In  the  organization, 
a  health  maintenance  organization  shall 
not  impose  copayment  charges  that 
exceed  50  percent  of  the  total  cost  of 
providing  any  single  service  to  Its  mem¬ 
bers.  nor  in  the  aggregate  more  than  20 
percent  of  the  total  cost  of  providing  all 
basic  health  services. 

(11)  No  copayment  may  be  Imposed  on 
any  subscriber  or  members  covered  by 
his  contract  with  the  health  maintenance 
organization  in  any  calendar  year,  when 
the  copayments  made  by  such  subscriber 
or  members  in  such  calendar  year  total 
50  percent  of  the  total  annual  premium 
cost  which  such  subscriber  or  members 
would  be  required  to  pay  If  he  or  they 
were  enrolled  under  an  option  with  no 
copayments,  if  such  subscriber  or  mem¬ 
bers  demonstrates  that  copayments  in 
that  amount  have  been  paid  in  such  year. 

(b)  A  health  maintenance  organiza¬ 
tion  may  include  a  health  service  defined 
as  a  supplemental  health  service  by  5  110. 
101(c)  in  the  basic  health  services  pro¬ 
vided  its  members  for  a  basic  health  serv¬ 
ices  payment. 

(c)  In  the  case  of  an  entity  which  be¬ 
fore  It  became  a  qualified  health  mainte¬ 
nance  organization  (within  the  meaning 
of  section  1310(d)  of  the  Act)  provided 
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comprehensive  health  services  on  a  pre¬ 
paid  basis,  the  requirement  for  commu¬ 
nity  rating  shall  not  apply  to  such  entity 
until  the  expiration  of  the  forty -eight 
month  period  beginning  with  the  month 
following  the  month  in  which  the  entity 
became  a  qualified  health  maintenance 
organization. 

(d)  If,  pursuant  to  workmen’s  com¬ 
pensation  or  employer’s  liability  law  or 
other  legislation  of  similar  purpose  or 
import,  a  third  party  would  be  respon¬ 
sible  for  all  or  part  of  the  cost  of  basic 
health  services  provided  by  the  health 
maintenance  organization  if  services  had 
not  been  provided  by  the  health  mainte¬ 
nance  organization,  then  the  health 
maintenance  organization  may  collect 
from  the  third  party  the  portion  of  the 
cost  of  such  services  for  which  such  third 
party  would  be  so  responsible. 

§  110.106  Payment  for  supplemental 
health  services. 

(a)  A  health  maintenance  organiza¬ 
tion  may  require  supplemental  health 
services  payments,  in  addition  to  the 
basic  health  services  payments,  for  the 
provision  of  each  health  service  included 
in  the  supplemental  health  services  set 
forth  in  S  110.103  for  which  subscribers 
have  contracted. 

(b)  Supplemental  health  services  pay¬ 
ments  may  be  made  in  any  agreed  upon 
manner,  such  as  prepayment,  or  fee-for- 
servlce.  Supplemental  health  services 
payments  which  are  fixed  on  a  prepay¬ 
ment  basis,  however,  shall  be  fixed  under 
a  community  rating  system,  except  that, 
in  the  case  of  an  entity  which  before  it 
became  a  qualified  health  maintenance 
organization  (within  the  meaning  of  sec¬ 
tion  1310(d)  of  the  Act)  provided  com¬ 
prehensive  health  services  on  a  prepaid 
basis,  the  requirement  of  this  sentence 
shall  not  apply  to  such  an  entity  dining 
the  forty-eight  month  period  beginning 
with  the  month  following  the  month  in 
which  the  entity  became  such  a  qualified 
health  maintenance  organization. 

(c)  If,  pursuant  to  any  workmen’s 
compensation  or  employer’s  liability  law 
or  other  legislation  of  similar  purpose 
or  import,  a  third  party  would  be  re¬ 
sponsible  for  all  or  part  of  the  cost  of 
supplemental  health  services  provided 
by  the  health  maintenance  organization 
if  services  had  not  been  provided  by  the 
health  maintenance  organization,  then 
the  health  maintenance  organization 
may  collect  from  the  third  party  the 
portion  of  the  cost  of  such  services  for 
which  such  third  party  would  be  so  re¬ 
sponsible. 

§  110.107  Availability,  accessibility,  and 
continuity  of  basic  and  supplemental 
health  services. 

Within  the  area  served  by  the  health 
maintenance  organization,  basic  health 
services  and  only  such  supplemental 
health  services  for  which  members  have 
contracted  shall:  ✓ 

(a)  Be  provided  or  arranged  for  by  the 
health  maintenance  organization; 

(b)  Be  available  and  accessible  to  each 
of  the  health  maintenance  organization’* 
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members  promptly  as  appropriate  with 
respect  to: 

(1)  Its  geographic  location,  hours  of 
operation,  and  provision*  for  after- 
hours  services  (medically  necessary 
emergency  services  must  be  available  and 
accessible  24  hours  a  day,  7  days  a  week) ; 
and 

(2)  Staffing  patterns  within  generally 
accepted  norms  for  meeting  the  projected 
membership  needs ;  and 

(c)  Be  provided  in  a  manner  which 
assures  continuity,  including  but  not 
limited  to: 

(1)  Provision  of  a  health  professional 
who  is  primarily  responsible  for  coordi¬ 
nating  the  member’s  overall  health  care; 
and 

(2)  Development  of  a  health  (includ¬ 
ing  medical)  recordkeeping  system 
through  which  all  pertinent  information 
relating  to  the  health  care  of  the 
patient  Is  accumulated  and  is  readily 
available  to  appropriate  professionals. 

§110.108  Organization  and  operation. 

Each  health  maintenance  organiza¬ 
tion  shall — 

(a)  Have  a  fiscally  sound  operation, 
as  demonstrated  by  a  financial  plan, 
satisfactory  to  the  Secretary,  which: 

(1)  Identifies  the  achievement  and 
maintenance  of  a  positive  cash  flow,  in¬ 
cluding  provisions  for  retirement  of  ex¬ 
isting  and  proposed  indebtedness; 

(2)  Demonstrates  the  ability  to  estab¬ 
lish  reserves  in  compliance  with  applica¬ 
ble  State  laws  pertaining  to  fiscal  re¬ 
sponsibility  or  such  reserves  as  the 
Secretary  may  determine  necessary  rela¬ 
tive  to  repayment  of  principal  and  inter¬ 
est  on  loans  made  or  guaranteed  under 
this  part; 

(3)  Demonstrates  an  approach  to  the 
risk  of  insolvency  which  allows  for  con¬ 
tinuation  of  benefits  for  the  duration  of 
the  contract  period  for  which  payment 
has  been  made,  continuation  of  benefits 
to  members  who  are  confined  on  the  date 
of  insolvency  in  an  inpatient  facility  un¬ 
til  their  discharge,  and  payments  to  un- 
afflliated  providers  for  services  rendered; 
and 

(4)  Demonstrates  that  the  entity  has 
procured  and  maintains  in  force  a  fidel¬ 
ity  bond  or  bonds,  in  such  amount,  but 
not  less  than  $100,000,  as  may  be  fixed 
by  its  Board  of  Directors  or  other  policy¬ 
making  body,  covering  every  officer  and 
employee  entrusted  with  the  handling  of 
Its  funds.  The  bond  may  have  reasonable 
deductibles,  based  upon  the  financial 
strength  of  the  entity. 

(b)  Assume  full  financial  risk  on  a 
prospective  basis  for  the  provision  of 
basic  health  services,  except  that  a 
health  maintenance  organization  may 
obtain  Insurance  or  make  other  arrange¬ 
ments: 

(1)  For  the  cost  of  providing  to  any 
member  basic  health  services  the  aggre¬ 
gate  value  of  which  exceeds  $5,000  in 
any  year; 

(2)  For  the  cost  of  basic  health  serv¬ 
ices  provided  to  Its  members  other  than 
through  the  organization  because  medi¬ 
cal  necessity  required  their  provision  be- 
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fore  they  could  be  secured  through  the 
organization;  and 

(3)  For  not  more  than  90  percent 
of  the  amount  by  which  its  costs  for  any 
of  its  fiscal  years  exceed  115  percent 
of  its  income  for  such  fiscal  year; 

(c)  After  full  and  fair  disclosure  of 
benefits,  coverage,  rates,  grievance  pro¬ 
cedures,  location,  and  hours  of  service, 
and  a  general  description  of  participat¬ 
ing  providers,  offer  enrollment  to  per¬ 
sons  who  are  broadly  representative  of 
the  various  age,  social,  and  Income 
groups  within  the  area  it  serves  except 
that  in  the  case  of  a  health  maintenance 
organization  which  has  a  medically  un¬ 
derserved  population  located  (in  whole 
or  in  part)  in  the  area  it  serves,  not 
more  than  75  percent  of  the  members 
of  that  organization  may  be  enrolled 
from  the  medically  underserved  popula¬ 
tion  unless  the  area  in  which  such  popu¬ 
lation  resides  is  also  a  rural  area;  and 

(d)  Have  an  open  enrollment  period 
as  follows: 

(1)  (1)  A  health  maintenance  organi¬ 
zation  which — 

(A)  Has  for  at  least  5  years  provided 
comprehensive  health  services  on  a  pre¬ 
paid  basis,  or 

(B)  Has  an  enrollment  of  at  least 
50,000  members,  shall  have  at  least 
once  during  each  fiscal  year  next  follow¬ 
ing  a  fiscal  year  in  which  it  did  not 
have  a  financial  deficit,  as  reported  and 
certified  by  an  independent  Certified 
Public  Account,  an  open  enrollment  pe¬ 
riod  (determined  under  paragraph 

(d)  (1)  Cii)  of  this  section)  during  which 
It  shall  accept  individuals  for  member¬ 
ship  in  the  order  In  which  they  apply 
for  enrollment  and.  except  as  provided 
In  paragraph  (d)  (2)  of  this  section, 
without  regard  to  preexisting  illness, 
medical  condition,  or  degree  of  disability. 

(11)  An  open  enrollment  period  for 
a  health  maintenance  organization  shall 
be  the  lesser  of — 

(A)  30  days,  or 

(B)  The  number  of  days  in  which  the 
organization  enrolls  a  number  of  individ¬ 
uals  at  least  equal  to  3  percent  of  its 
total  net  increase  in  enrollment  (If  any) 
in  the  fiscal  year  preceding  the  fiscal 
year  in  which  such  period  is  held.  For 
the  purpose  of  determining  the  total 
net  increase  in  enrollment  in  a  health 
maintenance  organization,  there  shall 
not  be  included  any  individual  who  is 
enrolled  in  the  organization  through  a 
group  which  had  a  contract  for  health 
care  services  with  the  health  mainte¬ 
nance  organization  at  the  time  that  such 
health  maintenance  organization  was 
determined  to  be  a  qualified  health 
maintenance  organization  under  Sub¬ 
part  F  of  this  part. 

(2)  Notwithstanding  the  requirements 
of  paragraph  (d)(1)  of  this  section,  a 
health  maintenance  organization  shall 
not  be  required  to  enroll  individuals  who 
are  confined  to  an  lnstitutiori  because  of 
chronic  illness,  permanent  injury,  or 
other  infirmity  which  would  cause  eco¬ 
nomic  impairment  to  the  health  mainte¬ 
nance  organization,  as  demonstrated  to 
the  satisfaction  of  the  Secretary,  if  such 
individuals  were  enrolled. 
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(3)  A  health  maintenance  organiza¬ 
tion  may  not  be  required  to  make  the 
effective  date  of  benefits  for  individuals 
enrolled  under  this  subsection  less  than 
90  days  after  the  date  of  enrollment. 

(4)  The  Secretary  may  waive  the  re¬ 
quirements  of  this  paragraph  for  a  health 
maintenance  organization  which  demon¬ 
strates  that  compliance  with  the  provi¬ 
sions  of  this  subsection  would  jeopardize 
its  economic  viability  in  its  service  area. 

(e)  In  order  to  obtain  a  waiver  under 
paragraph  (d)  (4)  of  this  section  of  the 
annual  open  enrollment  period  required 
in  paragraph  (d)  of  this  section,  the  ap¬ 
plicant  shall  submit  documentation  that 
the  health  maintenance  organization  has 
prospectively  determined  on  an  actuarial 
basis,  utilizing  data  available  in  the  area 
or  from  similar  organizations  elsewhere, 
that  the  average  utilization  of  services  of 
potential  Individual  members  would  so 
increase  costs  as  to  jeopardize  the  eco¬ 
nomic  viability  of  the  organization  if  it 
maintained  an  open  enrollment  period. 
The  data  concerning  the  prospective 
utilization  of  individual  members  need 
not  be  obtained  by  the  health  mainte¬ 
nance  organization  from  actual  individ¬ 
ual  cases  in  its  area,  but  may  be  com¬ 
posite  data  from  known  experiences. 

(f)  Not  expel  or  refuse  to  re-enroll 
any  member  because  of  his  health  status 
or  his  health  care  needs,  nor  refuse  to 
enroll  individual  members  of  a  group 
on  the  basis  of  the  health  status  or 
health  care  needs  of  such  individuals; 

Cg)  Offer  each  subscriber  leaving  a 
group  a  membership  agreement  on  the 
same  terms  and  conditions  as  are  avail¬ 
able  to  a  non-group  subscriber; 

(h)  Be  organized  in  such  a  manner 
that  assures  that: 

(1)  No  later  than  one  year  after  be¬ 
coming  operational  as  a  qualified  health 
maintenance  organization,  at  least  one- 
third  of  the  membership  of  the  Board 
of  Directors  of  the  health  maintenance 
organization  or  in  the  absence  of  such, 
its  equivalent  policy-making  body,  will 
be  members  of  the  organization.  No 
member  having  ownership  or  interest  in, 
or  employed  by  or  gaining  financing  re¬ 
ward  from  direct  dealings  with,  the 
health  maintenance  organization,  or 
with  a  plan-affiliated  institution  or  or¬ 
ganization,  and  no  members  of  his  im¬ 
mediate  family  shall  be  included  in  the 
minimum  one-third  member  representa¬ 
tion  on  the  Board  or  policy-making 
body ;  except  that  none  of  the  foregoing 
shall  prohibit  the  payment  of  directors’ 
fees  or  other  similar  fees,  or  interest  and 
dividends  derived  from  membership  in 
a  cooperative,  to  persons  serving  on  such 
Board  or  body;  and 

(2)  There  shall  be  equitable  repre¬ 
sentation  on  the  member  portion  of  such 
policy-making  bodv  of  members  from 
the  medically  underserved  populations 
in  proportion  to  their  enrollment  rela¬ 
tive  to  the  entire  enrollment;  except  that 
if  the  medically  underserved  member¬ 
ship  is  at  least  5  percent  of  the  total 
enrollment,  then  such  population  shall 
not  be  without  representation; 

(i)  Be  organized  in  such  a  manner 
that  provides  meaningful  procedures  for 
hearing  and  resolving  grievances  between 


the  health  maintenance  organization 
(including  the  staff  of  the  health  main¬ 
tenance  organization,  the  medical  group, 
and  the  individual  practice  association) 
and  the  members  of  the  organization, 
which  procedures  will  assure  that  griev¬ 
ances  and  complaints  will  be  transmitted 
in  a  timely  manner  to  appropriate  de¬ 
cision-making  levels  within  the  organiza¬ 
tion  which  have  authority  to  take  cor¬ 
rective  action; 

(j)  Have  organizational  arrangements, 
consistent  with  program  emphasis  on 
quality  health  care,  for  an  ongoing  qual¬ 
ity  assurance  program  for  its  health 
services  which  program: 

(1)  Stresses  health  outcomes  to  the 
extent  consistent  with  the  state  of  the 
art; 

(2)  Provides  review  by  physicians  and 
other  health  professionals  of  the  process 
followed  in  the  provision  of  health  serv¬ 
ices; 

(3)  Utilizes  systematic  data  collection 
of  performance  and  patient  results,  pro¬ 
vides  interpretation  of  such  data  to  the 
practitioners,  and  Institutes  needed 
change;  and 

(4)  Is  designed  in  such  a  manner  as  is 
likely  to  meet  the  standards  established 
pursuant  to  section  1155(e)  of  the  Social 
Securiity  Act  (i.e.  Professional  Standards 
Review)  for  services  provided  by  hospi¬ 
tals  and  other  operating  health  care 
facilities  or  organizations; 

(k)  Assure  that  the  providers  through 
which  the  health  maintenance  organiza¬ 
tion  provides  basic  and  supplemental 
health  services  are  certified  under  Title 
XVIII  of  the  Social  Security  Act  (Medi¬ 
care)  in  accordance  with  20  CPR  Part 
405,  or  in  accordance  with  the  regulations 
governing  participation  of  providers  in 
the  Medical  Assistance  Program  under 
Title  XIX  of  the  Social  Security  Act 
(Medicaid) :  Provided,  That  clinical  lab¬ 
oratories  subject  to  section  353  of  the 
Act  (Clinical  Laboratories  Improvement 
Act)  shall,  unless  exempted  thereunder, 
be  certified  in  accordance  with  regula¬ 
tions  governing  participation  of  such 
laboratories  under  such  Titles  XVIII  and 
XIX; 

(l)  Provide,  or  make  arrangements 
for,  continuing  education  for  its  health 
professional  staff ; 

(m)  In  support  of  the  provision  of 
health  services,  offer  its  members  the 
following: 

(1)  Health  education  services  and 
education  in  the  appropriate  use  of 
health  services  and  in  the  contribution 
each  member  can  make  to  the  mainte¬ 
nance  of  his  own  health ; 

(2)  Instruction  in  personal  health 
care  measures ; 

(3)  Information  about  its  services,  in¬ 
cluding  recommendations  on  generally 
accepted  medical  standards  for  use  and 
frequency  of  such  services;  and 

(4)  Nutritional  education  and  coun¬ 
seling; 

(n)  In  support  of  the  provision  of 
health  services,  offer  its  members  medi¬ 
cal  social  services,  which  shall  Include 
appropriate  assistance  in  dealing  with 
the  physical,  emotional  and  economic 
Impact  of  illness  and  disability  through 
services  such  as  pre-  and  post-hospital¬ 


ization  planning,  referral  to  services 
provided  through  community  health  and 
social  welfare  agencies,  and  related 
family  counseling; 

(o)  Provide  an  effective  procedure 
while  safeguarding  the  confidentiality  of 
the  doctor-patient  relationship,  to  de¬ 
velop,  compile,  evaluate,  and  report,  at 
such  times  and  in  such  manner  as  the 
Secretary  may  require,  to  the  Secretary, 
to  its  members,  and  to  the  general  public, 
statistics  and  other  information  relating 
to; 

(1)  The  cost  of  its  operations; 

(2)  The  patterns  of  utilization  of  its 
services; 

(3)  The  availability,  accessibility,  and 
acceptability  of  its  services; 

(4)  To  the  extent  practical,  develop¬ 
ments  in  the  health  status  of  its  mem¬ 
bers;  and 

(5)  Such  other  matters  as  the  Secre¬ 
tary  may  require; 

(p)  Be  organized  and  operated  in  a 
manner  intended  to  preserve  human 
dignity; 

(q)  Establish  adequate  procedures  to 
insure  confidentiality  of  its  members’ 
health  (including  medical)  records;  and 

(r)  Make  arrangements  with  referral 
resources  to  assure  that  the  health  main¬ 
tenance  organization  is  kept  informed 
about  the  services  provided  to  its 
members. 

§110.109  Special  requirements:  Titles 
XVIII  and  XIX  of  the  Social  Security 
Act. 

(a)  A  health  maintenance  organiza¬ 
tion  which  otherwise  complies  with  sec¬ 
tion  1301(b)  and  section  1301(c)  of  the 
Act,  and  with  the  applicable  regulations 
of  this  part,  and  which  enrolls  members 
who  are  entitled  to  insurance  benefits 
under  Title  XVIH  of  the  Social  Security 
Act  or  to  medical  assistance  under  a 
State  plan  approved  under  Title  XIX  of 
such  Act,  may  still  be  considered  a  quali¬ 
fied  health  maintenance  organization,  if 
with  respect  to  its  Title  XV III  and  Title 
XIX  members: 

(1)  It  provides,  at  a  minimum,  only 
those  health  services  for  which  it  will  be 
compensated  under  Title  XVHI  or  under 
the  Title  XIX  State  plan,  and  it  does 
not  require  such  members  to  obtain  cov¬ 
erage  of  any  health  service  for  which  it 
will  not  be  compensated  under  Title 
XVHI  or  under  Title  XIX  State  plan; 

(2)  It  fixes  payments  for  any  services 
paid  for  under  Title  XV  ill  or  under  a 
Title  XIX  State  plan  on  a  basis  other 
than  a  community  rating  system; 

(3)  It  assumes  full  financial  risk  for 
the  provision  of  health  services  only  as 
required  under  Title  XVHI  of  the  Social 
Security  Act  or  under  its  contract  with 
a  State  for  services  under  the  Title  XIX 
State  plan;* 

(4)  With  respect  to  health  services  pro¬ 
vided  which  it  is  not  required  to  provide 
or  for  which  it  is  not  compensated  under 
Title  XVIII  or  under  the  contract  with 
a  State  for  services  under  the  Title  XIX 
State  plan,  it  fixes  payments  for  such 
services  on  a  community  rating  system, 
fee-for-service,  or  other  basis;  and 

(5)  It  complies  with  the  applicable  re¬ 
imbursement  provisions  authorized  under 
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Title  XVin  or  under  the  Title  XIX  State 
plan  of  the  State  with  which  it  is  con¬ 
tracting. 

(b)  A  health  maintenance  organiza¬ 
tion  which  enters  into  a  contract  with 
the  Secretary  under  Title  XV III  of  the 
Social  Security  Act  or  with  a  State  under 
Title  XIX  of  such  Act  shall  comply  with 
the  applicable  Title  XVIII  or  Title  XIX 
deductible  and  coinsurance  requirements 
in  accordance  with  the  provisions  of  Title 
XVTII  or  the  Title  XIX  State  plan  of  the 
State  with  which  it  is  contracting.  Co¬ 
payment  options  which  are  not  in  ac¬ 
cordance  with  a  Title  XIX  State  plan 
may  not  be  imposed  on  Title  XIX 
enrollees. 

(c)  At  no  time  shall  the  members  of  a 
qualified  health  maintenance  organiza¬ 
tion  who  are  entitled  to  insurance  bene¬ 
fits  under  Title  XVm  of  the  Social 
Security  Act  or  to  medical  assistance  un¬ 
der  a  State  plan  approved  under  Title 
XIX  of  the  Social  Security  Act  constitute 
more  than  50  percent  of  the  total  mem¬ 
bership  unless  for  good  cause  shown  the 
Secretary  waives  such  requirement. 

(d)  Any  grievance  procedures  author¬ 
ized  under  Title  XVIII  or  Title  XIX  of 
the  Social  Security  Act  are  not  super¬ 
seded  by  the  provisions  of  §  110.108(i) . 

§  110.110  Special  requirements:  Federal 
Employee  Health  Benefits  Program. 

(a)  An  entity  which  provides  health 
services  to  a  defined  population  on  a  pre¬ 
paid  basis  and  which  has  members  who 
are  enrolled  under  the  health  benefits 
program  authorized  by  chapter  89  of  title 
5,  United  States  Code,  may  be  considered 
as  a  health  maintenance  organization  for 
purposes  of  receiving  assistance  under 
this  part  if  with  respect  to  its  other  mem¬ 
bers  it  provides  health  services  in  ac¬ 
cordance  with  section  1301(b)  of  the  Act 
and  the  applicable  regulations  of  this 
part  and  is  organized  and  operated  in  the 
manner  prescribed  by  section  1301  (c)  of 
the  Act  and  the  applicable  regulations  of 
this  part. 

Subpart  B — Federal  Financial  Assistance: 

General 

§  110.201  Applicability. 

The  regulations  of  this  subpart  apply 
to  the  award  of  grants,  loans,  and  loan 
guarantees  to  public  or  nonprofit  pri¬ 
vate  entities  or  private  entities  (other 
than  nonprofit  private  entitles)  for  proj¬ 
ects  as  authorized  by  sections  1303,  1304. 
and  1305  of  the  Act. 

§  110.202  Definitions. 

(a)  “Nonprofit”  as  applied  to  a  private 
entity,  agency,  institution,  or  organiza¬ 
tion  means  a  private  entity,  agency,  in¬ 
stitution,  or  organization,  no  part  of  the 
net  earnings  of  which  inures,  or  may  law¬ 
fully  inure,  to  the  benefits  of  any  private 
shareholder  or  individual. 

(b)  The  term  “health  system  agency” 
means  an  entity  which  has  been  desig¬ 
nated  In  accordance  with  section  1515 
of  the  Public  Health  Service  Act;  and 
the  term  “State  health  planning  and  de¬ 
velopment  agency”  means  an  agency 
which  has  been  designated  in  accordance 
with  section  1521  of  the  Act. 


(c)  “Significant  expansion”  means 

(1)  a  planned  increase  in  membership, 
to  be  effected  at  a  rate  which  exceeds 
the  average  growth  rate  (see  §S  110.303 
(g).  110.403(h).  and  110.404(f))  of  the 
health  maintenance  organization  and 
which  will  require  an  increase  in  the 
number  of  health  professionals  serving 
members  of  the  health  maintenance  or¬ 
ganization  or  an  expansion  of  the  phys¬ 
ical  capacity  of  the  total  health  facili¬ 
ties;  or  (2)  a  planned  expansion  of  the 
service  area  beyond  the  current  service 
area  which  would  be  made  possible  by 
the  addition  of  health  service  delivery 
facilities  and  health  professionals  to 
serve  members  at  a  new  site  or  sites  in 
areas  previously  without  such  service 
sites.  Only  organizations  which  have 
been  found  by  the  Secretary  to  be  quali¬ 
fied  health  maintenance  organizations 
sire  eligible  to  apply  for  assistance  for 
expansion  under  sections  1303  and  1304 
of  the  Act. 

§  110.203  Application  requirements. 

(a)  An  application  for  a  grant,  loan, 
or  loan  guarantee  shall  be  submitted  to 
the  Secretary  at  such  time  and  in  such 
form  and  manner  as  the  Secretary  may 
prescribe. 

(b)  The  application  shah  contain  a 
budget  and  a  nsirrative  describing  the 
manner  in  which  the  applicant  intends 
to  conduct  the  project  and  carry  out  the 
requirements  of  these  regulations.  The 
application  must  describe  the  project  in 
sufficient  detail  to  identify  clearly  the 
need  for  and  nature,  specific  objectives, 
plan  and  methods  of  the  project. 

(c)  The  application  must  be  executed 
by  an  individual  authorized  to  act  for  the 
applicant  and  to  assume  in  behalf  of  the 
applicant  the  obligations  imposed  by  the 
statute,  the  regulations  of  this  subpart, 
and  any  additional  conditions  of  the 
award. 

(d)  Applicants  must  submit  an  au¬ 
dited  full  financial  statement  unless  ex¬ 
empted  by  the  Secretary.  An  applicant 
whose  financial  statement  shows  unobli¬ 
gated  cash  assets  which  presumably 
could  be  used  to  conduct  all  or  part  of  the 
project  or  undertaking  for  which  appli¬ 
cation  is  made  must  also  submit  a  de¬ 
tailed  statement  satisfactory  to  the  Sec¬ 
retary  stating  why  the  unobligated  cash 
assets  of  the  applicant  (other  than  those 
to  be  used  to  meet  the  applicant’s  con¬ 
tribution  requirements)  are  not  avail- 

*able  or  are  inadequate  for  the  planned 
project.  An  applicant  for  a  loan  or  loan 
guarantee  shall  also  submit  a  written 
verification  from  at  least  two  public  or 
two  private  lending  agencies  or  institu¬ 
tions  demonstrating  that,  after  a  formal 
request, 

(1)  Funds  have  been  denied  in  the 
amount  requested  in  the  application,  or 

(2)  Funds  in  the  amount  requested  in 
the  application  are  available  only  at  an 
interest  rate  in  excess  of  those  currently 
in  effect  for  the  loan  and  loan  guarantee 
program  on  the  date  of  the  application. 
On  the  basis  of  the  Information  submit¬ 
ted,  the  Secretary  will  determine 
whether  or  not  the  applicant  would  not 
be  able  to  complete  the  project  or  under¬ 


taking  for  which  the  application  is  sub¬ 
mitted  without  the  assistance  applied 
for. 

(e)  Each  application  must  contain  the 
following  assurances,  as  appropriate: 

(1)  In  the  case  of  an  application  for 
assistance  under  section  1303  of  the  Act, 
if  the  survey  or  other  activity  supported 
demonstrates  that  the  development  and 
operation  or  the  expansion  of  the  oper¬ 
ation  of  a  health  maintenance  organiza¬ 
tion  is  feasible,  the  applicant  will  be,  or 
will  form,  or  expand  the  operation  of,  as 
the  case  may  be,  a  health  maintenance 
organization; 

(2)  In  the  case  of  an  application  for 
assistance  under  section  1304  of  the  Act, 
the  applicant  will  develop  and  operate  or 
expand  the  operation  of.  as  the  case  may 
be,  a  health  maintenance  organization; 

(3)  When  operational  as  a  health 
maintenance  organization,  the  applicant 
will  (1)  provide  basic  and  supplemental 
health  services  to  its  members,  (ii)  pro¬ 
vide  such  services  in  the  manner  pre¬ 
scribed  by  section  1301(b)  of  the  Act  and 
by  the  regulations  of  this  part,  and  (iii) 
be  organized  and  operated  in  the  manner 
prescribed  by  section  1301(c)  of  the  Act 
and  by  the  regulations  of  this  part; 

(4)  When  operational  as  a  health 
maintenance  organization,  the  applicant 
will  enroll,  and  maintain  an  enrollment 
of,  the  maximum  number  of  members 
that  its  available  and  potential  resources 
will  enable  it  to  serve  effectively.  Maxi¬ 
mum  number  of  members  is  defined  as 
the  actual  or  projected  enrollment  which 
the  health  maintenance  organization 
can  serve,  considering  the  availability  of 
the  required  health  manpower  in  the 
area  to  be  served  by  the  organization  and 
the  capacity  of  the  facilities  of  the  or¬ 
ganization;  and 

(5)  A  statement  of  intent  (including  a 
demonstration  of  the  applicant’s  ability) 
to  meet  the  requirements  of  paragraphs 
(1)  and  (2)  of  section  1301(b)  of  the  Act 
and  the  applicable  regulations  of  this 
part  respecting  the  fixing  of  basic  health 
services  payments  and  such  supplemen¬ 
tal  health  services  that  the  member  has 
contracted  for  on  a  prepayment  basis 
under  a  community  rating  system. 

(f)  Each  application  which  evidences 
or  projects  an  enrollment  of  at  least  66 
percent  from  a  nonmetropolitan  area 
shall  identify  the  area  in  which  such 
population  resides  and  indicate  the  per¬ 
cent  of  anticipated  enrollment  to  be 
drawn  from  such  area. 

(g)  Each  application  which  evidences, 
or  projects  an  enrollment  of  at  least  30 
percent  of  its  members  from  a  medically 
underserved  population  when  the  health 
maintenance  organization  first  receives 
financial  assistance  or  becomes  opera¬ 
tional  shall  identify  the  area  in  which 
such  population  resides,  the  total  popu¬ 
lation  of  that  area,  and  the  percent  of 
anticipated  enrollment  to  be  drawn  from 
that  area.  Medically  underserved  areas 
will  be  designated  by  the  Secretary,  tak¬ 
ing  into  consideration  the  following  fac¬ 
tors,  among  others: 

(1)  Available  health  resources  in  re¬ 
lation  to  size  of  the  area  and  its  popu¬ 
lation,  including  appropriate  ratios  of 
primary  care  physicians  (both  doctors 
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of  medicine  and  doctors  of  osteopathy) 
in  general  or  family  practice,  internal 
medicine,  pediatrics,  obstetrics  and  gyn¬ 
ecology,  or  general  surgery,  to  popula¬ 
tion; 

(2)  Health  indices  for  the  population 
of  the  area,  such  as  infant  mortality 
rate; 

(3)  Economic  factors  affecting  the 
population’s  access  to  health  services, 
such  as  percentage  of  the  population 
with  incomes  below  the  poverty  level; 
and 

(4)  Demographic  factors  affecting  the 
population’s  need /demand  for  health 
services,  such  as  percentage  of  the  popu¬ 
lation  age  65  or  over. 

The  designation  of  such  areas  may  be 
made  by  the  Secretary  only  after  con¬ 
sideration  of  the  comments,  if  any,  of 
the  appropriate  health  systems  agency  or 
State  health  planning  and  development 
agency  whose  plan  covers  (in  whole  or 
in  part)  the  area  in  which  such  popula¬ 
tion  group  resides. 

(h)  Each  application  must  show  that 
each  health  systems  agency  whose  plan 
covers  (in  whole  or  in  part)  the  area  to 
be  served  by  the  health  maintenance  or¬ 
ganization  for  which  such  application  is 
submitted  (or  if  there  is  no  such  agency, 
the  State  health  planning  and  develop¬ 
ment  agency  whose  State  health  plan 
covers,  in  whole  or  in  part,  such  area) 
has  been  sent  a  copy  of  the  application 
concurrent  with  its  submission  to  the 
appropriate  Regional  Office  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare.  Such  health  systems  agency  or 
State  health  planning  and  development 
agency  shall  have  60  days  in  which  to 
review  and  comment  on  the  application, 
commencing  on  the  day  the  application 
is  received.  The  applicant  shall  request 
that  the  comments  of  such  agencies  be 
forwarded  to  the  Secretary  through  the 
appropriate  Department  of  Health,  Edu¬ 
cation,  and  Welfare  Regional  Office  not 
later  than  60  days  from  the  date  the 
application  is  received. 

(i)  If  under  applicable  State  law,  the 
application  may  not  be  submitted  with¬ 
out  the  approval  of  the  health  systems 
agency,  or  State  health  planning  and 
development  agency,  the  applicant  shall 
obtain  such  approval  which  must  be  in¬ 
cluded  as  a  part  of  the  application. 

(J)  The  application  shall  provide 
written  information  describing  the  ap¬ 
plicant’s  development  and  operation  of 
any  prior  projects  which  were  supported 
by  funds  or  by  loans  or  loan  guarantees 
under  Title  XIII  of  the  Act.  Applicants 
must  also  describe  projects  for  the 
planning  or  operation  of  health  service 
delivery  programs  supported  under  any 
other  titles  of  the  Public  Health  Service 
Act,  or  for  which  applications  under  the 
Act  are  currently  under  consideration. 

(k)  Applicants  for  more  than  one 
grant,  loan,  or  loan  guarantee  under 
Title  XIII  of  the  Act,  simultaneously  or 
over  the  course  of  time,  shall  not  be  re¬ 
quired  to  duplicate  information,  but  shall 
update  such  information  with  each  sub¬ 
sequent  application. 


§  110.204  Health  systems  agency  or 
State  health  planning  and  develop¬ 
ment  agency  review  and  comments. 

The  appropriate  health  systems  agency 
or  State  health  planning  and  develop¬ 
ment  agency  should  provide  to  the  Sec¬ 
retary  through  the  appropriate  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
Regional  Office  comments  and  recom¬ 
mendations  on  approval,  including  the 
general  bases  for  comments  pertinent  to 
inadequacies,  if  any,  in  the  applications, 
with  respect  to  the  following : 

(a)  Compatibility  of  the  proposed 
project  with  the  area-wide  or  State  plan 
for  health  services ; 

(b)  Accuracy  and  thoroughness  of  the 
description  of  the  medical  services  area 
in  which  the  applicant  proposes  to  de¬ 
velop,  operate,  or  expand  a  health  main¬ 
tenance  organization; 

(c)  Accuracy  and  thoroughness  with 
which  applicant  has  Identified  the  popu¬ 
lation  groups  to  be  served  by  the  pro¬ 
posed  health  maintenance  organization 
as  required  by  S8  110.203(f)  and  110.203 
(g) ; 

(d)  Anticipated  Impact  of  the  proposed 
project  on  the  general  accessibility  and 
availability  of  care  in  the  area,  including: 

(1)  Whether  the  proposed  project 
meets  the  needs  of  the  community  for 
health  services  in  the  proposed  service 
area; 

(2)  Effects  of  offering  an  alternative 
form  of  health  services  to  individuals  or 
groups;  and 

(3)  Identification  of  existing  barriers 
to  the  effective  delivery  of  health  serv¬ 
ices,  which  may  include  geographic,  eco¬ 
nomic,  cultural  and  language  barriers; 

(e)  Economic  impact,  Including: 

(1)  Effects  on  existing  health  resources 
or  facilities;  and 

(2)  Potential  of  proposed  project  to 
draw  new  health  resources  into  the  area; 
and 

(f)  Agency  cooperation,  Including: 

(1)  Applicant’s  statement  of  Intent  to 
work  cooperatively  with  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency;  and 

(2)  The  experience  of  the  applicant,  if 
any,  in  dealing  with  other  segments  of 
the  health  care  community;  and 

(g)  Whether  arrangements  for  serv¬ 
ices  appear  realistic,  achievable  and  ap¬ 
propriate,  including,  but  not  limited  to: 

(1)  Potential  for  proposed  project  to 
be  adequately  staffed  to  accommodate  en¬ 
rolled  members  or  anticipated  member¬ 
ship; 

(2)  Potential  for  adequate  provision  of 
the  services,  considering  availability  of 
manpower  and  equipment,  and  success  of 
previous  attempts  to  recruit  personnel; 

(3)  Availability  of  health  professionals 
in  the  area,  and  adequate  evidence  of  co¬ 
operative  planning  with  these  providers 
(including  summaries  of  verbal  contacts 
or  copies  of  correspondence) ;  and 

(4)  Reliability  of  evidence  of  support 
for  and  acceptance  of  the  proposed  proj¬ 
ect  by  the  community. 


§  110.205  Records,  reports,  inspection, 
and  audit. 

(a)  Each  grant,  loan,  or  loan  guaran¬ 
tee  awarded  pursuant  to  this  part  shall 
be  subject  to  the  condition  that  the  re¬ 
cipient  shall  maintain  records  which  dis¬ 
close  the  amount  of  disposition  of  the 
proceeds  of  the  grant,  or  loan  (directly 
made  or  guaranteed),  the  total  cost  of 
the  undertaking  in  connection  with 
which  such  assistance  was  given  or  used, 
the  amount  of  that  portion  of  the  cost  of 
the  undertaking  supplied  by  other 
sources,  and  such  other  records  as  will 
facilitate  an  effective  audit. 

(b)  The  Secretary  and  the  Comptroller 
General  of  the  United  States,  or  any  of 
their  duly  authorized  representatives, 
shall  have  access  for  the  purpose  of 
audit,  examination  or  evaluation  to  any 
books,  documents,  papers,  and  records  of 
the  recipients  of  a  grant,  loan  or  loan 
guarantee  under  Title  XIII  of  the  Act 
which  relate  to  such  assistance. 

(c)  A  report  shall  be  submitted  to  the 
Secretary  by  the  recipient  of  a  grant, 
loan,  or  loan  guarantee  under  Title  XIII 
of  the  Act  not  later  than  60  days  after 
the  termination  date  of  each  project,  de¬ 
scribing  existing  and  anticipated  plans, 
developments  and  operations  in  accord¬ 
ance  with  information  required  under 
section  1306(b)(3)  of  the  Act. 

(d)  Such  other  reports  shall  be  sub¬ 
mitted  as  the  Secretary  may  require  to 
meet  the  provisions  of  the  Act  and  these 
regulations. 

§  110.206  Additional  condition*. 

The  Secretary  may,  with  respect  to 
the  approval  of  any  grant,  contract,  loan, 
or  loan  guarantee,  impose  additional  con¬ 
ditions  prior  to  or  at  the  time  of  any 
approval  when,  in  his  judgment,  such 
conditions  are  necessary  to  assure  or  pro¬ 
tect  the  advancement  of  the  approved 
project,  the  interests  of  public  health,  or 
the  conservation  of  project  funds. 

§  110.207  Nondiscrimination. 

Attention  is  called  to  the  requirements 
of  Title  VI  of  the  Civil  Rights  Act  of 
1964  (78  Stat.  252,  42  U.S.C.  2000d  et 
seq.)  and  in  particular  section  601  of  such 
Act  which  provides  that  no  person  in 
the  United  States  shall  on  the  grounds 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or  activ¬ 
ity  receiving  Federal  financial  assistance. 
A  regulation  Implementing  such  title  VI, 
which  applied  to  all  financial  assistance 
under  this  part,  has  been  issued  by  the 
Secretary  of  Health,  Education,  and 
Welfare  with  the  approval  of  the  Presi¬ 
dent  (45  CFR  Part  80).  In  addition  no 
person  shall,  on  the  grounds  of  sex,  or 
creed  (unless  otherwise  medically  indi¬ 
cated)  be  excluded  from  participation 
in,  be  denied  the  benefits  of,  or  be  sub¬ 
jected  to  discrimination  under  any  pro¬ 
gram  or  activity  receiving  Federal  finan¬ 
cial  assistance.  Nor  shall  any  person  be 
denied  employment  in  or  by  such  pro¬ 
gram  or  activity  so  receiving  Federal 
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financial  assistance  on  the  grounds  of 
age,  sex,  creed,  or  marital  status. 

§  110.208  Inventions  or  discoveries. 

An  award  under  this  part  is  subject  to 
the  regulations  of  the  Department  of 
Health,  Education,  and  Welfare  as  set 
forth  in  45  CFR  Parts  6,  “Inventions  and 
Patents  (General)’’  and  8,  “Inventions 
Resulting  from  Research  Grants,  Fellow¬ 
ship  Awards,  and  Contracts  for  Re¬ 
search.”  Such  regulations  shall  apply  to 
any  activity  for  which  funds  are  in  fact 
used  whether  within  the  scope  of  the 
project  as  approved  or  otherwise.  Ap¬ 
propriate  measures  shall  be  taken  by  the 
award  recipient  and  by  the  Secretary  to 
assure  that  no  contracts,  assignments  or 
other  arrangements  Inconsistent  with 
the  award  obligations  are  continued  or 
entered  into  and  that  all  personnel  in¬ 
volved  in  the  supported  activity  are 
aware  of  and  comply  with  such  obliga¬ 
tions.  Laboratory  quotes ,  related  techni¬ 
cal  data,  and  Information  pertaining  to 
inventions  and  discoveries  shall  be  main¬ 
tained  for  such  periods,  and  filed  with 
or  otherwise  made  available  to  the  Sec¬ 
retary  or  those  he  may  designate  at  such 
times  and  in  such  manner  as  he  may  de¬ 
termine  necessary  to  carry  out  such  De¬ 
partment  regulations. 

§  110.209  Publications,  copyright,  and 
data. 

(a)  (1)  Except  as  may  otherwise  be 
provided  under  the  terms  and  conditions 
of  the  award,  the  applicant  may  copy¬ 
right  without  prior  approval  any  data 
developed  or  resulting  from  a  project 
supported  under  this  part,  subject,  how¬ 
ever,  to  a  royalty-free,  non-exclusive,  and 
irrevocable  license  or  right  in  the  Gov¬ 
ernment  to  reproduce,  translate,  publish, 
use,  disseminate,  and  dispose  of  such 
materials  and  to  authorize  others  to  do 
so. 

(2)  The  government  may  use,  dupli¬ 
cate,  or  disclose  in  any  manner  and  for 
any  purpose  whatsoever,  and  have  or 
permit  others  to  do  so,  all  data  devel¬ 
oped  during  the  term  of  Federal  finan¬ 
cial  assistance. 

(3)  Whenever  any  data  is  to  be  ob¬ 
tained  from  a  contractor  or  subcontrac¬ 
tor  under  the  assisted  projects,  the 
applicant  shall  include  this  section 
(5  110.209)  in  the  contract  or  subcon¬ 
tract  without  alteration,  making  it  appli¬ 
cable  to  the  subject  matter  of  the  con¬ 
tract  or  subcontract,  and  no  other  clause 
shall  be  used  to  diminish  the  govern¬ 
ment’s  right  in  that  contractor’s  or  sub¬ 
contractor’s  data. 

(b)  As  used  in  this  section,  the  term 
“data”  means  writings,  films,  sound  re¬ 
cordings,  pictorial  reproductions,  draw¬ 
ings,  designs  or  other  graphic  represen¬ 
tations,  procedural  manuals,  forms, 
diagrams,  work-flow  charts,  equipment 
descriptions,  data  files  and  data  process¬ 
ing  or  computer  programs,  and  works 
of  any  similar  nature  (whether  or  not 
copyrighted  or  copyrightable)  which  are 
developed  during  the  term  of  Federal 
financial  assistance. 


§  110.210  Confidentiality. 

Each  award  is  subject  to  the  condi¬ 
tion  that  all  information  obtained  by  the 
personnel  of  the  project  from  partici¬ 
pants  in  the  project  related  to  their  ex¬ 
amination,  care,  and  treatment  shall  be 
held  confidential,  and  shall  not  be  di¬ 
vulged  without  the  individual’s  informed 
consent  except  as  may  be  required  by 
law  or  as  may  be  necessary  to  provide 
service  to  the  individual  or  to  the  Sec¬ 
retary  as  part  of  his  duties  under  the 
Act.  Information  may  be  disclosed  in 
summary,  statistical,  or  other  form 
which  does  not  identify  particular 
Individuals. 

§  110.211  Applicability  of  45  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74, 
establishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall 
apply  to  all  awards  under  this  part  to 
State  and  local  governments  as  those 
terms  are  defined  in  Subpart  A  of  that 
Part  74.  The  relevant  provisions  of  the 
following  subparts  of  Part  74  shall  also 
apply  to  all  other  grantee  organizations 
under  this  part : 

Subpart: 

A — General. 

B — Cash  Depositories. 

C — Bonding  and  Insurance. 

D — Retention  and  Custodial  Require¬ 
ments  for  Records. 

P — Grant -related  Income. 

G — Matching  and  Cost  Sharing. 

K — Grant  Payment  Requirements. 

L — Budget  Revision  Procedures. 

M — Grant  Closeout,  Suspension,  and  Ter¬ 
mination. 

O — Property. 

Q — Cost  Principles. 

§110.212  Use  of  funds. 

Any  grants,  loans,  and  loan  guaran¬ 
tees  awarded  pursuant  to  this  Part  as 
well  as  other  Federal  funds  to  be  used 
in  the  performance  of  the  approved 
project  shall  be  expended  solely  for  car¬ 
rying  out  the  .approved  project  in  ac¬ 
cordance  with  the  statute,  the  regula¬ 
tions  of  this  part,  and  the  terms  and 
conditions  of  the  award  or  assistance. 

§110.213  Grantee  accountability. 

(a)  All  payments  made  by  the  Secre¬ 
tary  under  grants  awarded  pursuant  to 
sections  1303  and  1304  of  the  Act  shall 
be  recorded  by  the  grantee  in  account¬ 
ing  records  separate  from  the  records 
of  all  other  grant  funds,  including  funds 
derived  from  other  grant  awards.  With 
respect  to  each  approved  project  the 
grantee  shall  account  for  the  sum  total 
of  all  amounts  paid  by  presenting  or 
otherwise  making  available  evidence 
satisfactory  to  the  Secretary  of  expendi¬ 
tures  for  direct  and  indirect  costs  meet¬ 
ing  the  requirements  of  this  part:  Pro¬ 
vided,  however.  That  when  the  amount 
awarded  for  Indirect  cost  was  based  on 
a  predetermined,  fixed-percentage  of 
estimated  direct  costs,  the  amount  al¬ 
lowed  for  indirect  costs  shall  be  com¬ 
puted  on  the  basis  of  such  predetermined 
fixed-percentage  rates  applied  to  the 


total,  or  a  selected  element  thereof,  of 
the  reimbursable  direct  costs  incurred. 

(b)(1)  A  grantee  shall  render,  with 
respect  to  each  approved  project,  a  full 
account,  as  provided  herein,  as  of  date 
of  the  termination  of  grant  support.  The 
Secretary  may  require  other  special  and 
periodic  accounting. 

(2)  There  shall  be  payable  to  the  Fed¬ 
eral  Govrnment  as  final  settlement  with 
respect  to  each  approved  project  the 
total  sum  of : 

(i)  Any  amount  not  accounted  for 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion: 

(ii>  Any  other  amounts  due  pursuant 
to  Subparts  F,  M,  and  O  of  45  CFR  Part 
74. 

Such  total  sum  shall  constitute  a  debt 
owed  by  the  grantee  to  the  Federal  Gov¬ 
ernment  and  shall  be  recovered  from 
the  grantee  or  its  successors  or  assignees 
by  setoff  or  other  action  as  provided  by 
lawv 

§110.214  Continued  support. 

Neither  the  approval  of  any  project 
nor  any  award  of  financial  assistance 
shall  commit  or  obligate  the  United 
States  to  make  any  additional,  supple¬ 
mental,  continuation,  or  other  award 
with  respect  to  any  approved  project  or 
portion  thereof.  For  continuation  sup¬ 
port,  applicants  must  make  separate  ap¬ 
plications  at  such  times  and  in  such 
manner  as  the  Secretary  may  direct. 

Subpart  C — Grants  for  Feasibility  Surveys 
§  110.301  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  Subpart 
B  of  this  part,  are  applicable  to  grants 
awarded  pursuant  to  section  1303  of  the 
Act  for  projects  to  conduct  surveys  or 
other  activities  to  determine  the  feasibil¬ 
ity  of  developing  and  operating  or  ex¬ 
panding  the  operation  of  health  main¬ 
tenance  organizations. 

§  110.302  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
private  nonprofit  entity  which  is  or  pro¬ 
poses  to  develop  or  become  a  health 
maintenance  organization  is  eligible  to 
apply  for  an  award  under  this  subpart, 
except  that  in  the  case  of  applications 
for  support  of  expansion,  only  organiza¬ 
tions  which  have  been  found  by  the  Sec¬ 
retary  to  be  qualified  health  mainte¬ 
nance  organizations  are  eligible  to  ap¬ 
ply. 

(b)  Eligible  projects.  Awards  may  be 
made  pursuant  to  section  1303  of  the 
Act,  the  regulations  of  Subpart  B  of  this 
part,  and  this  subpart,  to  eligible  ap¬ 
plicants  to  assist  in  conducting  surveys 
or  other  activities  to  determine  the  feasi¬ 
bility  of  developing  or  expanding  the 
operation  of  organizations  which  meet 
or  propose  to  meet  the  requirements  un¬ 
der  subpart  A  of  these  regulations. 

§  110.303  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 
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(a)  Statements  which  describe  con¬ 
cisely: 

(1)  The  goals  and  objectives  for  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements  and  re¬ 
sources  to  be  utilized  to  conduct  the 
feasibility  study; 

(3)  The  proposed  service  area;  and 

(4)  Intended  financial  participation 
of  the  applicant,  specifying  the  type 
of  contributions,  such  as  cash  or  serv¬ 
ices,  loans  of  full-  or  part-time  staff, 
equipment,  spaces,  materials,  or  facili¬ 
ties  or  other  contributions; 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency; 

(c)  Written  evidence  of  notification 
to  the  local  medical  societies  of  the  ap¬ 
plicant’s  intention  to  apply  for  assist¬ 
ance; 

(d)  Letters  or  other  forms  of  evidence 
that  there  is  general  support  for  and  ac¬ 
ceptance  of  the  proposed  health  main¬ 
tenance  organization  by  the  community 
which  the  applicant  proposes  to  serve; 

(e)  Concise  plans  for  conducting  the 
feasibility  study,  which  must  include,  at 
a  minimum,  a  description  of  tasks  for 
each  activity  listed  below,  accompanied 
by  a  time-phased  milestone  chart  indi¬ 
cating  proposed  funding  and  manpower 
to  be  allocated  to  each  activity  (where 
circumstances  indicate  that  it  would  be 
appropriate  and  consistent  with  the  in¬ 
tent  of  the  Act,  additional  activities  may 
be  proposed  in  the  application) : 

(1)  Identify  pertinent  State  laws,  reg¬ 
ulations,  and  practices  relating  to  operat¬ 
ing  as  a  health  maintenance  organiza¬ 
tion; 

(2)  Identify  population  groups  which 
would  be  sources  of  payment  for  services 
when  the  health  maintenance  organiza¬ 
tion  becomes  operational; 

(3)  Identify  potential  providers  or 
sources  of  providers  of  basic  health 
services; 

(4)  Develop  an  estimate  of  the  amount 
to  be  charged  for  basic  health  services 
when  the  proposed  health  maintenance 
organization  becomes  operational; 

(5)  Develop  an  estimate  of  the  enroll¬ 
ment  and  funds  required  to  reach  the  fi¬ 
nancial  breakeven  point;  and 

(6)  Develop  a  preliminary  estimate  of 
the  facilities  required  for  operational 
status; 

(f)  In  addition,  in  the  case  of  an  exist¬ 
ing  organization  which  provides  health 
care  services  financed  on  a  prepaid  capi¬ 
tation  basis  to  an  enrolled  population 
which  is  requesting  assistance  to  become 
a  health  maintenance  organization,  iden¬ 
tification  of  gaps  between  the  applicant’s 
current  operation  and  the  requirements 
of  Subpart  A  of  this  part; 

(g)  In  addition,  in  the  case  of  qualified 
health  maintenance  organizations  re¬ 
questing  assistance  for  significant  expan¬ 
sion: 

(1)  Data  on  prepaid  membership  totals 
for  annual  Intervals  over  the  past  five 
years,  or  If  the  health  maintenance  or¬ 
ganization  has  not  been  operating  for 
five  years,  such  data  on  a  quarterly  basis 


for  the  time  during  which  it  has  been  in 
operation; 

(2)  The  current  enrollment  figure; 

(3)  A  description  of  the  current  health 
service  delivery  facilities,  including  an 
estimate  of  their  capacity; 

(4)  The  number  and  specialties  of  cur¬ 
rent  health  professionals  serving  Its 
members;  and 

(5)  The  plans  for  the  proposed  sig¬ 
nificant  expansion  which  demonstrate 
that  the  definition  of  significant  expan¬ 
sion  in  5  110.202(c)  will  be  met. 

§  110.304  Evaluation  and  award. 

<a)  Within  the  limits  of  funds  avail¬ 
able  for  such  purpose,  the  Secretary  may 
make  awards  to  cover  up  to  90  percent  of 
the  cost  of  projects,  or  in  the  case  of 
projects  which  will  draw  not  less  than  30 
percent  nor  more  than  the  appropriate 
percentage  (as  determined  under  §  110.- 
108(c)  of  its  anticipated  enrollment  from 
medically  underserved  populations,  up  to 
100  percent  of  the  costs,  to  those  appli¬ 
cants  whose  projects  will,  in  his  judg¬ 
ment  best  promote  the  purposes  of  sec¬ 
tion  1303  of  the  Act  and  the  regulations 
of  this  subpart,  taking  into  account: 

(1)  The  degree  to  which  the  proposed 
project  satisfactorily  provides  for  ele¬ 
ments  set  forth  in  §  110.303  above. 

(2)  The  comments  of  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency. 

(3)  The  degree  to  which  the  goals  and 
objectives  of  the  proposed  project  will 
promote  the  purposes  of  the  Act  and  are 
consistent  with  the  generally  recognized 
capability  of  effectively  organized  and 
managed  health  maintenance  organiza¬ 
tions  to  reduce  inappropriate  hospital 
utilization,  to  contain  health  care  costs, 
to  use  effectively  medical  and  other 
health  manpower,  to  emphasize  early  de¬ 
tection  and  treatment  of  illness,  and  to 
contribute  to  a  better  distribution  and 
quality  of  health  care. 

(4)  The  capability  of  the  applicant  to 
organize  and  manage  the  project  suc¬ 
cessfully. 

(5)  The  soundness  of  the  proposed 
plan  for  conducting  the  feasibility  study 
and  for  assuring  effective  utilization  of 
grant  funds. 

(6)  The  potential  of  the  project  to  ob¬ 
tain  Indications  of  the  willingness  of 
basic  medical  and  health  care  providers 
to  participate  in  the  operation  of  the 
health  maintenance  organization. 

(7)  The  probability  of  financial  via¬ 
bility  based  on  potential  sources  of  finan¬ 
cial  support  for  development  and  opera¬ 
tions  and  potential  sources  of  enroll¬ 
ment. 

(8)  The  Inclusion  of  medically  under¬ 
served  populations  In  the  projected 
enrollment. 

(9)  Location  relative  to  the  number  of 
organizations  providing  health  services 
to  a  defined  population  on  a  prepaid 
capitation  basis,  which  are  already  oper¬ 
ating  in  the  proposed  geographic  area. 

(10)  The  percentage  of  total  antici¬ 
pated  enrollment  to  be  drawn  from  non- 
metropolitan  areas  to  be  served. 

(11)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 


(12)  In  the  case  of  an  existing  organi¬ 
zation  operating  on  a  prepaid  capitation 
basis,  the  applicant’s  potential  for  ex¬ 
peditious  transition  into  a  qualified 
health  maintenance  organization. 

(13)  In  the  case  of  expansion  projects, 
the  potential  rate  of  increase  of  expan¬ 
sion,  or  the  potential  Increase  in  the 
area  to  be  served  by  the  expanded 
health  maintenance  organization. 

(b)  In  considering  applications  under 
this  subpart,  the  Secretary  will  give 
priority  to  applications  which  contain 
assurances  satisfactory  to  the  Secretary 
that  when  the  organizations  become  op¬ 
erational  not  less  than  30  percent  of  their 
members  will  be  members  of  a  medically 
underserved  population. 

§  110.305  Funding  duration  and  limita¬ 
tion. 

(a)  The  amount  of  any  award  shall 
be  determined  by  the  Secretary  on  the 
basis  of  his  estimate  of  the  sum  neces¬ 
sary  for  project  costs:  Provided,  how¬ 
ever,  That  any  single  grant  may  not 
exceed  $75,000. 

(b)  Feasibility  survey  applicants  may 
propose  that  the  award  period  be  12 
months  or  less.  Feasibility  survey  proj¬ 
ects  shall  be  completed  within  the  pe¬ 
riod  of  the  award.  The  Secretary  may 
make  not  more  than  one  additional  grant 
for  a  project  for  a  feasibility  survey 
for  which  a  grant  has  previously  been 
made,  and  may  permit  additional  time 
(up  to  12  months)  for  completion  of 
the  project  if  he  determines  that  the 
additional  grant  or  additional  time,  or 
both,  is  needed  to  complete  the  project 
adequately. 

(c)  Funds  under  grants  for  feasibility 
surveys  shall  be  used  only  for  activltes 
set  forth  in  S  110.303(e)  and  for  activi¬ 
ties  designed  to  fill  the  gaps  referred  to 
in  §  110.303(f), 

Subpart  D — Grants  and  Loan  Guarantees 

for  Planning  and  Initial  Development 

Costs 

§  110.401  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  Subpart 
B  of  this  part,  are  applicable  to: 

(a)  Grants  awarded  pursuant  to  sec¬ 
tion  1304  of  the  Act  for  projects  for 
planning,  and  initial  development  of 
health  maintenance  organizations  or  for 
significant  expansion,  as  defined  in 
§  110.202(c),  of  the  membership  of,  or 
areas  served,  by  qualified  health  main¬ 
tenance  organizations,  and 

(b)  Guarantees  made  to  non-Federal 
lenders  of  payment  of  the  principal  of 
and  the  Interest  on  loans  made  to — 

(1)  Nonprofit  private  entities  for  such 
projects  for  the  establishment  or  ex¬ 
pansion  of  health  maintenance  organiza¬ 
tions,  or 

(2)  Private  entities  (other  than  non¬ 
profit  private  entitles)  for  such  projects 
for  health  maintenance  organizations 
which  will  serve  medically  underserved 
populations. 

§  110.402  Eligibility. 

(a)  Eligible  applicants.  (1)  Any  public 
entity  which  is  or  which  proposes  to  be¬ 
come  a  health  maintenance  organization 
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Is  eligible  to  apply  for  a  grant  under  this 
subpart,  except  that  in  the  case  of  appli¬ 
cations  for  support  of  expansion,  only 
organizations  which  have  been  found  by 
the  Secretary  to  be  qualified  health 
maintenance  organizations  are  eligible 
to  apply. 

(2)  Any  nonprofit  private  entity  which 
is  or  which  proposes  to  become  a  health 
maintenance  organization  is  eligible  to 
apply  for  a  grant  or  a  loan  guarantee 
under  this  subpart,  except  that  in  the 
case  of  applications  for  support  of  ex¬ 
pansion,  only  organizations  which  have 
been  found  by  the  Secretary  to  be  quali¬ 
fied  health  maintenance  organizations 
are  eligible  to  apply. 

(3)  Any  private  entity  (other  than  a 
nonprofit  private  entity)  which  is  or 
which  proposes  to  become  a  health 
maintenance  organization  and  which 
proposes  to  serve  a  medically  under- 
served  population  is  eligible  to  apply  for 
a  loan  guarantee  under  this  subpart,  ex¬ 
cept  that  in  the  case  of  applications  for 
support  of  expansion,  only  organizations 
which  have  been  found  by  the  Secretary 
to  be  qualified  health  maintenance  or¬ 
ganizations  are  eligible  to  apply. 

(b)  Eligible  projects— i 1)  Grants. 
Awards  of  grants  may  be  made  pursuant 
to  section  1304  of  the  Act  and  the  regula¬ 
tions  of  Subpart  B  of  this  part  and  this 
subpart  to  eligible  applicants  for  plan¬ 
ning  for  the  establishment  of  health 
maintenance  organizations,  or  for  the 
significant  expansion  of  the  membership 
of,  or  areas  served  by  the  health  mainte¬ 
nance  organizations  meeting  the  re¬ 
quirements  of  Subpart  A  of  this  part,  or 
for  the  initial  development  or  actual  ex¬ 
pansion  of  such  organizations; 

(2)  Loan  guarantees.  (1)  In  the  case  of 
nonprofit  private  entitles,  guarantees 
may  be  made  pursuant  to  section  1304  of 
the  Act  and  the  regulations  of  Subpart 
B  of  this  part  and  this  subpart  to  eligible 
applicants  for  the  payment  of  the  prin¬ 
cipal  of  and  the  interest  on  loans  for 
planning  projects  for  the  establishment 
of  health  maintenance  organizations,  or 
the  significant  expansion  of  existing  or¬ 
ganizations  which  have  been  found  by 
the  Secretary  to  meet  the  applicable  re¬ 
quirements  of  Title  XI il  of  the  Act  and 
the  applicable  regulations  of  this  part, 
or  for  the  Initial  development  or  actual 
expansion  of  such  health  maintenance 
organizations. 

(11)  In  the  case  of  private  entities 
(other  than  nonprofit  private  entities), 
guarantees  may  be  made  pursuant  to 
section  1304  of  the  Act  and  the  regula¬ 
tions  of  Subpart  B  of  this  part  and  this 
subpart  to  eligible  applicants  for  the 
payment  of  the  principal  of  and  the  in¬ 
terest  on  loans  for  planning  projects 
for  the  establishment  of  health  mainte¬ 
nance  organizations,  or  the  significant 
expansion  of  existing  organizations 
which  have  been  found  by  the  Secretary 
to  meet  the  applicable  requirements  of 
Title  XIII  of  the  Act  and  the  applicable 
regulations  of  this  part,  or  for  the  initial 
development  or  actual  expansion  of  such 
health  maintenance  organizations :  Pro¬ 
vided,  That  at  least  30  percent  of  the 


projected  members  of  such  organizations 
are  from  medically  underserved  popula¬ 
tions. 

§  110.403  Project  elements  for  plan¬ 
ning. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in  de¬ 
tail: 

(1)  The  goals  and  objectives  of  the 
proposed  health  maintenance  organiza¬ 
tion; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements  and 
resources  to  be  utilized  in  the  perform¬ 
ance  of  the  proposed  activities; 

(3)  The  proposed  service  area;  and 

(4)  The  Intended  financial  participa¬ 
tion  of  the  applicant,  specifying  the  type 
of  contribution  such  as  cash  or  services, 
loans  of  full-  or  part-time  staff,  equip¬ 
ment,  space,  materials,  facilities,  or  other 
contributions. 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency. 

(c)  Written  evidence  of  notification  to 
the  local  medical  societies  of  the  appli¬ 
cant’s  Intention  to  apply  for  assistance. 

(d)  Letters  or  other  forms  of  evidence 
that  there  is  support  for  and  acceptance 
of  the  project  by  organizations,  institu¬ 
tions,  and/or  employer  groups  which  may 
participate  In  the  development  erf  the 
proposed  health  maintenance  organiza¬ 
tion. 

(e)  A  detailed  report  of  the  results  of 
the  survey  or  study  which  established  the 
feasibility  of  developing  the  health  main¬ 
tenance  organization,  as  well  as  of  any 
other  activities  relating  to  the  develop¬ 
ment  of  the  health  maintenance  organi¬ 
zation  undertaken  prior  to  application 
for  planning  assistance.  With  regard  to 
the  report  of  the  feasibility  survey.  In¬ 
formation  cm  the  following  must  be  In¬ 
cluded: 

(1)  Status  of  the  applicant  In  terms 
of  pertinent  State  laws,  regulations,  and 
practices  relating  to  operating  as  a 
health  maintenance  organization; 

(2)  Organizational  structure  of  the 
proposed  health  maintenance  organiza¬ 
tion; 

(3)  Providers  of  basic  health  services 
who  have  agreed  or  might  reasonably  be 
expected  to  agree  to  provide  health  bene¬ 
fits; 

(4)  The  types  of  population  groups 
which  would  be  sources  of  prepayment 
for  an  operational  health  maintenance 
organization  and  other  potential  sources 
of  payment  for  services  when  opera¬ 
tional; 

(5)  Sources  of  payment  and  opera¬ 
tional  support  including: 

<i)  Preliminary  estimate  of  the  amount 
to  be  charged  for  basic  health  benefits 
when  the  proposed  health  maintenance 
organization  becomes  operational;  and 

(11)  Estimate  of  enrollment  and  in¬ 
come  required  to  reach  the  financial 
breakeven  point;  and 

(6)  A  preliminary  estimate  of  facili¬ 
ties  required  for  operational  status. 


(f)  Concise  plans  for  accomplishing 
planning  stage  activities,  which  must  in¬ 
clude  at  a  minimum,  a  description  of 
tasks  for  each  activity  listed  below,  ac¬ 
companied  by  a  time-phased  milestone 
chart  indicating  proposed  funding  and 
manpower  to  be  allocated  to  each  such 
activity  (where  circumstances  Indicate 
that  it  would  be  appropriate  and  con¬ 
sistent  with  the  Intent  of  the  Act,  addi¬ 
tional  activities  may  be  proposed) : 

(1)  Recruit  key  project  staff; 

(2)  Plan  for  and  initiate  appropriate 
action  relating  to  any  State  legal  and/or 
regulatory  restrictions: 

(3)  Develop  formal  organization; 

(4)  Establish  community  support; 

(5)  Refine  market  estimate  made  in 
feasibility  survey; 

(6)  Develop  health  benefits  plan; 

(7)  Develop  premium  structure; 

(8)  Develop  plans  for  marketing  of  the 
services  and  enrollment  of  members: 

(9)  Develop  budget  and  financial  plan; 

(10)  Identify  providers  of  basic  health 
services  and  develop  preliminary  agree¬ 
ments  to  negotiate  with  these  providers; 
and 

(11)  Plan  for  necessary  facilities  and 

equipment. 

(g)  In  addition,  in  the  case  of  an  ex¬ 
isting  organization  which  provides 
health  care  services  financed  on  a  pre¬ 
paid  capitation  basis  to  an  enrolled  pop¬ 
ulation  which  Is  requesting  assistance  to 
become  a  qualified  health  maintenance 
organization,  an  identification  of  gaps 
between  the  applicant’s  current  opera¬ 
tion  and  the  requirements  of  Subpart  A 
of  this  part 

(h)  In  addition,  in  the  case  of  quali¬ 
fied  health  maintenance  organizations 
requesting  assistance  for  significant 
expansion: 

(1)  Data  on  prepaid  membership  to¬ 
tals  for  annual  Intervals  over  the  past 
five  years,  or  If  the  health  maintenance 
organization  has  not  been  operating  for 
five  years,  such  data  on  a  quarterly  basis 
for  the  time  during  which  it  has  been 
In  operation ; 

(2)  The  current  enrollment  figure; 

(3)  A  description  of  the  current  health 
service  delivery  facilities,  including  an 
estimate  of  their  capacity; 

(4)  The  number  and  specialties  of  cur¬ 
rent  health  professionals  serving  its 
members;  and 

(5)  The  detailed  plans  for  the  pro¬ 
posed  significant  expansion  which  dem¬ 
onstrate  that  the  definition  of  signifi¬ 
cant  expansion  in  9  110.202(c)  will  be 
met 

§  110.404  Project  rlwirnts  for  initial 
development. 

An  approvable  application  must 
provide: 

(a)  Written  evidence  satisfactory  to 
the  Secretary  that  the  feasibility  of  the 
establishment  and  operation  or  expan¬ 
sion  has  been  established  by  the  appli¬ 
cant  and  that  sufficient  planning  for  the 
establishment  or  expansion  has  been 
conducted  by  the  applicant.  In  addition, 
applicants  must  provide  the  information, 
assurances  and  evidence  required  by 
9  110.403  (a),  (b>.  (c),  and  (d)  and  must 
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report  all  other  activities  relating  to  the 
development  of  the  health  maintenance 
organization  undertaken  prior  to  appli¬ 
cation  for  initial  development  assistance. 

(b)  Detailed  plans,  which  must  in¬ 
clude,  at  a  minimum,  tasks  designed  to 
accomplish  the  activities  listed  below, 
accompanied  by  a  time-phased  milestone 
chart  indicating  proposed  funding  and 
manpower  to  be  allocated  to  each  (where 
circumstances  indicate  that  it  would  be 
appropriate  and  consistent  with  the  in¬ 
tent  of  the  Act,  additional  activities  may 
be  proposed  in  the  application) : 

(1)  Develop  a  schedule  to  meet  the  re¬ 
quirements  of  Subpart  A  of  this  part; 

(2)  Complete  activities  related  to  re¬ 
solving  legal  issues ; 

(3)  Recruit  and  train  personnel  es¬ 
sential  for  operation  as  a  health  main¬ 
tenance  organization; 

(4)  Develop  a  comprehensive  financial 
plan; 

(5)  Organize  physician  and  other  basic 
health  services; 

(6)  Construct/renovate  health  main¬ 
tenance  organization  facilities; 

(7)  Organize  ambulatory  care  facility; 

(8)  Formalize  contract  arrangements; 

(9)  Initiate  enrollment  plan  and  im¬ 
plement  a  staffing  plan  that  demon¬ 
strates  compliance  with  the  appropriate 
15  or  30  percent  limitation  on  contracts 
for  basic  and  supplemental  health  serv¬ 
ices  under  §  110.104(a) ;  and 

(10)  Create  any  operating  reserves  re¬ 
quired  by  State  authorities. 

(c)  Signed  letters  from  at  least  three 
physicians  indicating  that  they  intend 
or  are  willing  to  be  employed  by  or  to 
contract  with  the  proposed  health  main¬ 
tenance  organization  for  the  provision 
of  basic  health  services  to  its  members 
and,  signed  letters  from  one  or  more 
hospitals  indicating  that  they  Intend  to 
or  are  willing  to  negotiate  an  agreement 
to  provide  hospital  services  to  members 
from  the  proposed  health  maintenance 
organization  as  necessary. 

(d)  In  the  case  of  an  applicant  which 
intends  to  serve  Title  XIX  eligibles  as 
part  of  the  intended  enrollment,  evidence 
that  the  State  Title  XIX  agency  is  willing 
to  negotiate  a  prepaid  capitation  con¬ 
tract  in  the  form  of  a  letter  or  other 
document  from  the  State  Title  XIX 
agency. 

(e)  In  addition,  in  the  case  of  an  ex¬ 
isting  organization  which  provides  health 
care  services  financed  on  a  prepaid  capi¬ 
tation  basis  to  an  enrolled  population, 
which  is  requesting  assistance  to  become 
a  qualified  health  maintenance  organiza¬ 
tion,  and  identification  of  gaps  between 
the  applicant’s  current  operation  and  the 
requirements  of  Subpart  A  of  this  part. 

(f)  In  addition,  in  the  case  of  quali¬ 
fied  health  maintenance  organizations 
requesting  assistance  for  significant  ex¬ 
pansion: 

(1)  Data  on  prepaid  membership  totals 
for  annual  intervals  over  the  past  five 
years,  such  data  on  a  quarterly  basis  for 
the  total  number  of  years  during  which 
it  has  been  in  operation; 

(2)  The  current  enrollment  figure; 

(3)  A  description  of  the  current  health 
service  delivery  facilities,  including  an 
estimate  of  their  capacity; 


(4)  The  number  and  specialties  of  cur¬ 
rent  health  professionals  serving  its 
members ;  and 

(5)  The  plans  for  the  proposed  signifi¬ 
cant  expansion  which  demonstrate  that 
the  definition  of  significant  expansion  in 
§  110.202(c)  will  be  met. 

§  110.405  Funding  duration  and  limita¬ 
tion. 

(a)  Planning  projects.  (1)  The  amount 
of  any  award  shall  be  determined  by  the 
Secretary  on  the  basis  of  his  estimate  of 
the  sum  necessary  for  project  costs; 
Provided,  That  any  single  grant  and  the 
amount  of  principal  of  any  single  loan 
guaranteed  under  section  1304  of  the 
Act  may  not  exceed  $200,000. 

(2)  In  considering  applications  under 
this  subpart,  the  Secretary  will  give 
priority  to  applications  which  contain 
assurances  satisfactory  to  the  Secretary 
that  when  the  organization  becomes 
operational,  not  less  than  30  percent  of 
its  members  will  be  members  of  a  medi¬ 
cally  underserved  population.  In  con¬ 
sidering  applications  for  loan  guarantees 
for  planning  projects  under  this  subpart, 
the  Secretary  will  give  special  considera¬ 
tion  to  applications  for  projects  for 
health  maintenance  organizations  which 
will  serve  medically  underserved  popula¬ 
tions.  Applicants  may  propose  that  the 
award  period  be  for  one  year  or  less,  as 
appropriate  to  the  planning  activities  to 
be  accomplished.  Planning  projects  shall 
be  completed  within  the  period  of  the 
award.  The  Secretary  may  not  make 
more  than  one  additional  grant  or  loan 
guarantee  for  a  planning  project  for 
which  a  grant  or  loan  guarantee  has 
previously  been  made,  and  may  permit 
additional  time  (up  to  12  months)  for 
completion  of  the  project  if  he  deter¬ 
mines  that  the  additional  grant  or  loan 
guarantee  (as  the  case  may  be)  or  addi¬ 
tional  time,  or  both,  is  needed  to  com¬ 
plete  the  project  adequately. 

(3)  Funds  under  grants  and  loans 
guaranteed  for  planning  projects  shall 
be  used  only  for  the  activities  set  forth 
in  $  110.403(f)  and  for  activities  required 
to  fill  the  gaps  referred  to  in  $  110.403(g) . 

(b)  Initial  development  projects.  (1) 
The  amount  of  any  award  shall  be  deter¬ 
mined  by  the  Secretary  on  the  basis  of 
his  estimate  of  the  sums  necessary  for 
project  costs:  Provided,  however.  That 
the  aggregate  amount  of  loan  guarantees 
and  grants  for  any  initial  development 
project  may  not  exceed  $1,000,000  or,  in 
the  case  of  a  project  for  a  health  main¬ 
tenance  organization  which  will  provide 
services  to  an  additional  service  area  or 
which  will  provide  services  in  two  or 
more  areas  which  are  not  contiguous, 
$1,600,000. 

(2)  Applicants  may  propose  that  the 
award  period  for  initial  development 
activities  be  -one  year  or  less,  as  appro¬ 
priate  to  the  initial  development  activi¬ 
ties  to  be  accomplished.  Initial  develop¬ 
ment  projects  shall  be  completed  within 
the  period  of  the  award  beginning  on  the 
first  day  of  the  month  in  which  such 
award  was  made,  and  the  number  of 
grants  made  for  any  initial  development 
project  under  section  1304  of  the  Act 


may  not  exceed  a  total  of  three.  A  loan 
guarantee  for  an  initial  development 
project  may  only  be  made  for  a  loan  (or 
loans)  for  initial  development  costs  in¬ 
curred  in  a  period  not  to  exceed  three 
years. 

(3)  In  considering  applications  for 
loan  guarantees  for  initial  development 
projects  under  this  subpart,  the  Secre¬ 
tary  will  give  special  consideration  to 
applications  for  projects  for  health 
maintenance  organizations  which  will 
serve  medically  underserved  populations. 

(4)  Funds  under  grants  and  loans 
guaranteed  for  projects  for  initial  de¬ 
velopment  shall  be  used  only  for  activi¬ 
ties  set  forth  in  §  110.104(b)  (except  that 
such  funds  may  not  be  used  for  the  costs 
of  construction  or  for  recruitment  of 
personnel  who  will  not  engage  in  prac¬ 
tice  principally  for  the  health  mainte¬ 
nance  organization)  and  for  activities 
required  to  fill  gaps  referred  to  in  §  110- 
404(e). 

§  110.406  Evaluation  and  award. 

(а)  Within  the  limits  of  funds  avail¬ 
able  for  such  purpose,  the  Secretary  may 
make  awards  to  cover  up  to  90  percent 
of  the  cost  of  projects,  or  in  the  case  of 
projects  which  will  draw  not  less  than 
30  percent  nor  more  than  the  appropri¬ 
ate  percentage  (as  determined  under 
§  110.108(c) )  of  its  anticipated  enroll¬ 
ment  from  medically  underserved  popu¬ 
lations,  up  to  100  percent  of  the  costs, 
to  those  applicants  whose  projects  will, 
in  his  judgment,  best  promote  the  pur¬ 
poses  of  section  1304  of  the  Act  and  the 
regulations  of  this  subpart,  taking  into 
account: 

(1)  The  degree  to  which  the  proposed 
project  satisfactorily  provides  for  the 
elements  set  forth  in  S  110.403  or  S  110.- 
404. 

(2)  The  comments  of  the  appropriate 
health  systems  agency  or  State  health 
planning  and  development  agency. 

(3)  Whether  the  feasibility  of  the 
project  has  been  established,  and  in  the 
case  of  initial  development  applications, 
whether  all  requirements  of  a  planning 
application  have  been  met. 

(4)  The  appropriateness  of  the  goals 
and  objectives  of  the  proposed  project. 

(5)  The  effectiveness  the  proposed  or¬ 
ganization  may  reasonably  be  expected 
to  have  in  reducing  inappropriate  hos¬ 
pital  utilization,  containing  health  care 
costs,  using  medical  and  other  health 
manpower,  emphasizing  early  detection 
and  treatment  of  illnesses,  and  achiev¬ 
ing  a  better  distribution  and  quality  of 
care. 

(б)  The  capability  of  the  applicant 
to  organize  and  manage  the  project 
successfully. 

(7)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 

(8)  Evidence  of  intent  from  providers 
expressing  a  willingness  to  be  employed 
by  or  contract  with  the  proposed  health 
maintenance  organization  for  the  pro¬ 
vision  of  basic  health  services. 

(9)  Evidence,  in  form  of  letters,  from 
Individuals,  groups,  or  organizations  in¬ 
dicating  that  they  support  the  develop¬ 
ment  and  operation  of  the  proposed 
health  maintenance  organization. 
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(10)  The  results  of  marketing  efforts 
and  the  prospects  for  eventual  economic 
viability  as  an  operational  health  main¬ 
tenance  organization  without  continued 
Federal  support. 

(11)  The  Inclusion  of  medically  under¬ 
served  populations  In  groups  to  be  en¬ 
rolled. 

(12)  Location  relative  to  the  number 
of  organizations  providing  health  serv¬ 
ices  to  a  defined  population  on  a  prepaid 
capitation  basis,  which  are  already  oper¬ 
ating  in  the  area. 

(13)  The  percentage  of  anticipated 
total  enrollment  to  be  drawn  from  non¬ 
metropolitan  areas  to  be  served. 

(14)  In  the  case  of  an  existing  orga¬ 
nization  operating  on  a  prepaid  capita¬ 
tion  basis,  the  applicant’s  potential  for 
expeditious  transition  into  a  qualified 
health  maintenance  organization. 

(15)  In  the  case  of  expansion  projects, 
the  potential  rate  of  increase  of  expan¬ 
sion,  or  the  potential  increase  in  the 
area  to  be  served  by  the  expanded  health 
maintenance  organization.  > 

(b)  In  considering  applications  under 
this  subpart  the  Secretary  will  give  pri¬ 
ority  to  applications  which  contain  as¬ 
surances  satisfactory  to  the  Secretary 
that  when  the  organizations  become  op¬ 
erational,  not  less  than  30  percent  of 
their  members  will  be  members  of  a 
medically  underserved  population. 

§  110.407  Loan  guarantee  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  guar¬ 
anteed  by  the  Secretary  tinder  this  sub¬ 
part  shall  be  disbursed  to  the  applicant 
in  accordance  with  an  agreement  to  be 
entered  into  between  the  parties  to  the 
loan  and  approved  by  the  Secretary. 

(b)  Length  and  maturity  of  loans.  The 
principal  amount  of  each  loan  guaran¬ 
tee,  together  with  interest  thereon,  shall 
be  repayable  over  a  period  of  20  years, 
beginning  on  the  date  of  endorsement  of 
the  loan  guarantee  by  the  Secretary.  The 
Secretary  may  however,  approve  a 
shorter  repayment  period  where  he  de¬ 
termines  that  a  repayment  period  of  less 
than  20  years  is  more  appropriate  to  an 
applicant’s  total  financial  plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  guarantee,  together  with  in¬ 
terest  thereon,  shall  be  repayable  in 
accordance  with  a  repayment  schedule 
which  is  to  be  agreed  upon  by  the  parties 
to  the  loan  and  approved  by  the  Secre¬ 
tary  prior  to  or  at  the  time  of  his  en¬ 
dorsement  of  the  loan.  Unless  otherwise 
specifically  authorized  by  the  Secretary, 
each  loan  guaranteed  by  the  Secretary 
shall  be  repayable  in  substantially  level 
combined  installments  of  principal  and 
interest,  to  be  paid  at  intervals  not  less 
frequently  than  annually,  sufficient  to 
amortize  the  loan  through  the  final  year 
of  the  life  of  the  loan.  Principal  repay¬ 
ment  during  the  first  36  months  of  oper¬ 
ation  may  be  deferred,  with  payment  of 
interest  only  by  the  applicant  during 
such  period. 


Subpart  E — Loans  and  Loan  Guarantees 
for  Initial  Operating  Costs 

S  110.301  Applicability. 

The  regulations  of  this  subpart,  in  ad¬ 
dition  to  the  regulations  of  Subpart  B,  of 
this  part  are  applicable  to  loans  and  loan 
guarantees  awarded  pursuant  to  section 
1305  of  the  Act. 

§  110.302  Definitions. 

(a)  “Operating  cost”  means  any  cost 
which  under  generally  accepted  account¬ 
ing  principles  or  under  accounting  prac¬ 
tices  prescribed  or  permitted  by  State 
regulatory  authority  is  not  a  capital  cost 
and  which  is  Incurred  on  or  after  the 
first  day  of  the  applicable  period  of  op¬ 
eration  or  expansion  as  defined  in  para¬ 
graph  (b)  of  this  sec  ton:  Provided,  That 
payments  made  by  a  health  maintenance 
organization  during  such  applicable  pe¬ 
riod  to  reduce  balance  sheet  liabilities 
existing  at  the  beginning  of  such  period 
are  operating  costs  to  the  extent  that 
they  are  expressly  approved  by  the 
Secretary  at  the  time  the  loan  or  loan 
guarantee  is  made.  In  addition,  when 
deposits  of  funds  to  restricted  reserve 
accounts  are  required  by  State  authority, 
deposits  made  during  such  applicable  pe¬ 
riod  are  operating  costs. 

(b)  “First  60  months  of  operation  or 
expansion”  means  the  60  month  period 
beginning  on  the  first  day  of  the  month 
during  which  the  health  maintenance 
organization  first  provides  services  to 
members,  or  In  the  case  of  significant  ex¬ 
pansion,  first  provides  services  in  ac¬ 
cordance  with  its  expansion  plan. 

§  110.503  Eligibility. 

(a)  Eligible  applicants.  (1)  Any  public 
qualified  health  maintenance  organiza¬ 
tion  is  eligible  to  apply  for  a  loan  tinder 
this  subpart. 

(2)  Any  nonprofit  private  qualified 
health  maintenance  organization  is  eli¬ 
gible  to  apply  for  a  loan  or  a  loan  guar¬ 
antee  under  this  subpart. 

(3)  Any  private  (other  than  a  non¬ 
profit  private)  qualified  health  mainte¬ 
nance  organization  which  win  serve  a 
medically  underserved  populations  is 
eligible  to  apply  for  a  loan  guarantee 
under  this  subpart. 

(b)  Eligible  projects — (1)  Loans.  In 
the  case  of  public  or  nonprofit  private 
qualified  health  maintenance  organiza¬ 
tions,  loans  may  be  made  pursuant  to 
section  1305  of  the  Act  and  the  regula¬ 
tions  of  Subpart  B  of  this  part  and  this 
subpart  to  eligible  applicants  to  assist 
them  in  meeting  the  amount  by  which 
their  operating  costs  during  a  period  not 
to  exceed  the  first  60  months  of  their 
operation  exceed  their  revenues  in  such 
period,  or  in  meeting  the  amount  by 
which  their  operating  costs,  which  the 
Secretary  determines  are  attributable  to 
significant  expansion  in  their  member¬ 
ship  or  area  served,  a§  defined  In  1 110  - 
202(c),  and  which  are  Incurred  during  a 
period  not  to  exceed  the  first  60  months 
of  their  operation  after  such  expansion. 


exceed  their  revenues  in  that  period 
which  the  Secretary  determines  are  at¬ 
tributable  to  such  expansion. 

(2)  Loan  guarantees.  Loan  guarantees 
may  be  made  pursuant  to  section  1305  of 
the  Act,  and  the  regulations  of  Subpart 
B  of  this  part  and  this  subpart  to  guar¬ 
antee  to  non-Federal  lenders  payment  of 
the  principal  of  and  the  interest  on  loans 
made  to  any  nonprofit  private  qualified 
health  maintenance  organization  or  any 
private  (other  than  a  nonprofit  private) 
qualified  health  maintenance  organiza¬ 
tion  for  the  amounts  referred  to  in  para¬ 
graph  (b)(1)  of  this  section:  Provided, 
That  any  such  private  (other  than  non¬ 
profit  private)  qualified  health  mainte¬ 
nance  organization  will  serve  a  medically 
underserved  population. 

§  110.504  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 

detail: 

(1)  The  applicant’s  adequate  accom¬ 
plishment  of  feasibility  survey,  planning, 
and  development  activities ;  and 

(2)  The  health  maintenance  organi¬ 
zation’s  management  capability. 

(b)  Detailed  information  on  the 
health  maintenance  organization’s  mar¬ 
keting  plan  and  enrollment  forecasts  and 
experience. 

(c)  A  detailed  narrative  statement  de¬ 
scribing:  . 

(1)  All  existing  and  planned  provider 
arrangements  including  copies  of  all  ex¬ 
ecuted  contracts:  and 

(2)  All  facilities  to  be  used  in  the  de¬ 
livery  of  health  services. 

(d)  Financial  information  in  such  de¬ 
tail  as  the  Secretary  may  prescribe. 

(e)  Evidence  that  any  certificate  of 
need  required  under  State  law  for  the 
operation  of  the  health  maintenance  or¬ 
ganization  has  been  obtained  by  the  ap¬ 
plicant, 

§  110.505  Reserve  requirement. 

The  applicant  receiving  a  loan  or  loan 
guarantee  under  section  1305  of  the  Act 
shall  establish  a  restricted  reserve  ac¬ 
count  beginning  at  the  point  when  the 
revenues  and  expenditures  of  the  health 
maintenance  organization  reach  the 
break-even  point,  or  by  the  end  of  the  60 
month  period  following  the  making  of  the 
loan  or  the  guarantee  under  section  1305 
of  the  Act,  whichever  is  sooner,  unless 
a  longer  period  is  approved  by  the  Sec¬ 
retary.  This  reserve  shall  be  so  consti¬ 
tuted  as  to  accumulate  no  later  than 
ten  (10)  years  following  the  endorse¬ 
ment  of  the  loan  or  loan  guarantee,  an 
aggregate  amount  equal  to  one  year's 
principal  of  and  interest  on  the  loan, 
as  determined  under  the  terms  of  the 
loan  made  or  guaranteed. 

§  110.506  Evaluation  and  award. 

Within  the  limits  of  funds  available  for 
such  purposes,  the  Secretary  may  award 
loans  or  loan  guarantees  to  those  appli¬ 
cants  whose  projects  will,  in  his  judg- 


FEDERAl  REGISTER,  VOL  42,  NO.  1 10 — WEDNESDAY,  JUNE  8,  1977 


29414 


RULES  AND  REGULATIONS 


ment,  best  promote  the  purposes  of  sec¬ 
tion  1305  of  the  Act  and  the  regulations 
of  this  part,  taking  into  account: 

(a)  The  ability  of  the  health  mainte¬ 
nance  organization  to  achieve  financial 
viability; 

(b)  The  ability  of  the  health  mainte¬ 
nance  organization  to  make  repayments 
of  the  principal  and  interest  when  due 
and  to  have  additional  funds  to  defray 
the  remaining  operating  deficits; 

(c)  The  comments,  if  any,  of  the  ap¬ 
propriate  health  systems  agency  or  State 
health  planning  and  development 
agency; 

(d)  The  relative  distribution  of  quali¬ 
fied  applicants  with  respect  to  the  fol¬ 
lowing  factors : 

(1)  The  inclusion  of  medically  under  - 
served  populations  in  the  groups  to  be 
enrolled; 

(2)  Location  relative  to  the  number 
of  organizations  providing  health  serv¬ 
ices  to  a  defined  population  on  a  prepaid 
capitation  basis,  which  are  already  oper¬ 
ating  in  the  proposed  area ;  and 

(3)  The  percentage  of  anticipated 
total  enrollment  drawn  from  nonmetro¬ 
politan  areas  served  or  to  be  served  by 
the  applicant. 

§  110.507  Funding  duration  and  limita¬ 
tion. 

(a)  In  any  fiscal  year  the  amount  dis¬ 
bursed  to  a  health  maintenance  organi¬ 
zation  under  section  1305  of  the  Act  and 
this  subpart  (either  dirdctly  by  the  Sec¬ 
retary  or  by  an  escrow  agent  under  the 
terms  of  an  escrow  agreement  or  by  a 
lender  under  a  loan  guaranteed  under 
section  1305  of  the  Act  and  this  subpart) 
may  not  exceed  $1,000,000. 

(b)  A  loan  or  loan  guarantee  under 
section  1305  of  the  Act  shall  be  limited  to 
two-thirds  of  the  Secretary’s  projection 
of  the  amount  by  which  operating  costs 
during  a  period  not  to  exceed  the  first 
60  months  of  operation  exceed  revenues 
for  such  period,  except  as  approved  by 
written  waiver  by  the  Secretary  for  such 
higher  percentage  of  the  total  operating 
deficit. 

(c)  The  approval  of  any  loan  or  loan 
guarantee  shall  not  obligate  the  United 
States  in  any  way  to  make  any  additional 
loan  or  loan  guarantee  with  respect  to 
the  approved  application  or  portion 
thereof,  except  as  may  be  otherwise  set 
forth  in  the  agreement  between  the 
United  States  and  the  approved  appli¬ 
cant. 

(d)  In  considering  applications  for 
loan  guarantees  under  section  1305  of  the 
Act  and  this  subpart,  the  Secretary  will 
give  special  consideration  to  applications 
for  health  maintenance  organizations 
which  will  serve  medically  underserved 
populations. 

§  110.508  Loan  proviMons. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan  made 
or  guaranteed  by  the  Secretary  under 
this  subpart  shall  be  disbursed  to  the 
applicant  in  accordance  with  an  agree¬ 
ment  to  be  entered  into  between  the 
parties  to  the  loan  and  approved  by  the 
Secretary. 


(b)  Length  and  maturity  of  loans.  The 
principal  amount  of  each  loan  or  loan 
guarantee,  together  with  interest  there¬ 
on,  shall  be  repayable  over  a  period  of  20 
years,  beginning  on  the  date  of  endorse¬ 
ment  of  the  loan,  or  loan  guarantee  by 
the  Secretary.  The  Secretary  may,  how¬ 
ever,  approve  a  shorter  repayment  period 
where  he  determines  that  a  repayment 
period  of  less  than  20  years  is  more  ap¬ 
propriate  to  an  applicant’s  total  financial 
plan. 

(c)  Repayment.  The  principal  amount 
of  each  loan  or  loan  guarantee,  together 
with  interest  thereon,  shall  be  repayable 
in  accordance  with  a  repayment  sched¬ 
ule  which  is  to  be  agreed  upon  by  the 
parties  to  the  loan  or  loan  guarantee  and 
approved  by  the  Secretary  prior  to  or  at 
the  time  of  his  endorsement  of  the  loan. 
Unless  otherwise  specifically  authorized 
by  the  Secretary,  each  loan  made  or 
guaranteed  by  the  Secretary  shall  be  re¬ 
payable  in  substantially  level  combined 
installments  of  principal  and  interest  to 
be  paid  at  intervals  not  less  frequently 
than  annually,  sufficient  to  amortize  the 
loan  through  the  final  year  of  the  life  of 
the  loan.  Principal  repayment  during  the 
first  60  months  of  operation  may  be  de¬ 
ferred,  with  payment  of  interest  only  the 
applicant  during  such  period. 

Subpart  F— Qualification  of  Health 
Maintenance  Organizations 

§  110.601  Applicability. 

The  regulations  of  this  subpart  apply 
to  any  entity  seeking  a  determination  by 
the  Secretary  under  section  1310(d)  of 
the  Act  that  it  Is  a  qualified  health  main¬ 
tenance  organization.  (See  8  110.109  con¬ 
cerning  the  requirements  for  a  health 
maintenance  organization  with  members 
who  are  entitled  to  insurance  benefits 
under  Title  XVUI  (Medicare)  of  the 
Social  Security  Act  or  to  medical  as¬ 
sistance  under  a  State  plan  approved 
under  Title  XIX  (Medicaid)  of  such  Act. 
See  8  110.110  concerning  the  require¬ 
ments  for  a  health  maintenance  organi¬ 
zation  with  members  who  are  enrolled 
under  the  Federal  Employees’  Health 
Benefits  Program.) 

§  110.602  Definitions. 

In  addition  to  the  terms  defined  in 
8  110.101,  as  used  in  this  subpart: 

(a)  “Operational  qualified  health 
maintenance  organization”  means  a 
health  maintenance  organization  which 
the  Secretary  has  determined  provides 
basic  and  supplemental  health  services 
to  all  of  its  members  in  accordance  with 
Subpart  A  of  this  part  and  is  organized 
and  operated  in  accordance  with  Sub- 
part  A  of  this  part. 

(b)  “Traditionally  qualified  health 
maintenance  organization”  means  an 
entity  which  operates  a  prepaid  health 
care  delivery  system  and  which  the  Sec¬ 
retary  has  determined  meets  the  require¬ 
ments  of  8  110.603(b).  (A  transitionally 
qualified  health  maintenance  organiza¬ 
tion  is  deemed  a  “qualified  health  main¬ 
tenance  organization”  for  the  purpose  of 
compliance  by  an  employer  which  has  a 
contract  with  such  health  maintenance 
organization  with  the  requirements  of 


section  1310(a)  of  the  Act  so  long  as  the 
health  maintenance  organization  com¬ 
plies  with  its  time-phased  plan  approved 
by  the  Secretary  under  8  110.603(b)(2) 
(iii) .) 

(c)  “Pre -operational  qualified  health 
maintenance  organization”  means  an 
entity  which  the  Secretary  has  deter¬ 
mined  will,  when  it  becomes  operational 
as  a  prepaid  health  care  delivery  system, 
be  an  operational  qualified  health  main¬ 
tenance  organization. 

§  110.603  Requirements  for  qualifica¬ 
tion. 

Upon  the  basis  of  an  application  sub¬ 
mitted  in  accordance  with  this  subpart 
and  such  additional  Information  and  in¬ 
vestigation  (including  site  visits)  as  the 
Secretary  may  require: 

(a)  The  Secretary  will  determine  that 
an  entity  is  an  operational  qualified 
health  maintenance  organization,  if  he 
finds  that  the  entity  meets  the  require¬ 
ments  of  Subpart  A  of  this  part  and  if 
the  entity  provides  written  assurances 
that  it: 

(1)  Provides  and  will  provide  basic  and 
supplemental  health  services  to  its  mem¬ 
bers; 

(2)  Provides  and  will  provide  such 
services  in  the  manner  prescribed  by  sec¬ 
tion  1301(b)  of  the  Act  and  Subpart  A 
of  this  part; 

(3)  Is  organized  and  operated,  and  will 
continue  to  be  organized  and  operated, 
in  the  manner  prescribed  by  section  1301 
(c)  of  the  Act  and  Subpart  A  of  this  part: 

(4)  Under  arrangements  which  will 
safeguard  the  confidentiality  of  patient 
information  and  records,  will  provide  ac¬ 
cess  to  the  Secretary  and  the  Comptroller 
General  or  any  of  their  duly  authorized 
representatives  for  the  purpose  of  audit, 
examination  or  evaluation  to  any  books, 
documents,  papers,  and  records  of  the  en¬ 
tity  relating  to  its  operations  as  a  health 
maintenance  organization,  and  to  any 
facilities  operated  by  the  entity;  and 

(5)  Will  continue  to  comply  with  any 
other  assurances  which  the  entity  has 
given  to  the  Secretary  under  88  110.203 

(e);  110.303(b);  and  110.403(b). 

(b)  The  Secretary  may  determine  that 
an  entity  is  a  transitionally  qualified 
health  maintenance  organization  if  the 
entity  currently  is  organized  and  cur¬ 
rently  is  providing  prepaid  health  serv¬ 
ices  as  described  in  this  subparagraph, 
and  provides  assurances  satisfactory  to 
the  Secretary  that  it  will: 

(1)  With  respect  to  all  new  group  and 
individual  (non-group)  contracts  which 
it  enters  into  after  the  date  of  the  Sec¬ 
retary’s  determination  that  the  entity  is 
a  transitionally  qualified  health  mainte¬ 
nance  organization,  provide  basic  and 
supplemental  health  services  to  members 
enrolled  under  such  contracts  and  will 
provide  such  services  in  the  manner  pre¬ 
scribed  by  Subpart  A  of  this  part  and 
will  with  respect  to  such  members,  be 
organized  and  operated  in  accordance 
with  8  110.108. 

(2)  With  respect  to  its  group  and  non¬ 
group  contracts  which  are  in  effect  on 
the  date  of  such  determination,  and 
which  are  renewed  or  renegotiated  dur- 
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ing  the  period  approved  by  the  Secre¬ 
tary  under  paragraph  (b)  (2)  (iii)  of  this 
section  in  accordance  with  the  plan  so 
approved; 

(i)  Provide  at  least  those  services  spec¬ 

ified  in  the  following  sections  of  this  part 
except  that  these  services  may  be  limited 
as  to  time  and  cost:  §  110.102(a)  (1) 
(physician  services) ;  $  110.102(a)  (2) 

(outpatient  services  and  inpatient  hos¬ 
pital  services);  §  110.102(a)  (3)  (medi¬ 
cally  necessary  emergency  health  serv¬ 
ices)  ;  and  5  110.102(a)(6)  (diagnostic' 
laboratory  and  diagnostic  and  therapeu¬ 
tic  radiologic  services) ; 

(ii)  Be  organized  and  operated  in  ac¬ 
cordance  with  5  110.108  (except  that  it 
need  not  assume  full  financial  risk  for 
the  provision  of  basic  health  services  as 
required  by  §  110.108(b),  and  need  not 
abide  by  the  limitations  on  insurance  of 
5  110.108(b)  (1)  and  (3))  and  provide 
that  payment  for  basic  health  services 
shall  be  in  accordance  with  5  110.105  (ex¬ 
cept  that  .it  need  not  comply  with  the 
community  rating  system  as  required  by 
{110.105(a)(3),  and  need  not  comply 
with  the  limitations  on  copayments  of 
5  110.105(a)  (4),  and  the  requirement  of 
5  110.106(b)  that  supplemental  health 
services  payments  which  are  fixed  on  a 
prepayment  basis  be  fixed  under  a 
community  rating  system) ; 

(iii)  Implement  a  time-phased  plan 
acceptable  to  the  Secretary  which  speci¬ 
fies  definite  steps  for  meeting,  on  a  con¬ 
tract-by-contract  (or  category  of  con¬ 
tracts)  basis,  within  a  period  not  to  ex¬ 
ceed  3  years  from  the  date  of  the  Secre¬ 
tary’s  determination  of  qualification,  all 
the  requirements  of  Subpart  A  of  this 
part;  and 

(iv)  Upon  completion  of  the  time- 
phased  plan;  v 

(A)  Provide  basic  and  supplemental 
health  services  to  all  of  its  members; 

(B)  Provide  such  services  to  all  of  its 
members  in  the  manner  prescribed  by 
Subpart  A  of  this  part;  and 

(C)  Be  organized  and  operated  in  the 
manner  prescribed  by  Subpart  A  of  this 
part. 

(3)  A  health  maintenance  organiza¬ 
tion  which  has  more  than  one  regional 
component,  as  defined  by  5  110.101(1)  (4) , 
will  be  considered  qualified  for  those  re¬ 
gional  components  which  have  signed  as¬ 
surances  in  accordance  with  paragraphs 
(b)(1)  and  (b)(2)  of  this  section:  Pro¬ 
vided.  That  all  of  the  regional  compo¬ 
nents  have  signed  such  assurances  within 
one  year  of  the  date  on  which  the  first  of 
the  regional  components  signs  these  as¬ 
surances.  In  the  event  that  not  all  re¬ 
gional  components  have  signed  these  as¬ 
surances  within  this  one  year  period  or  if 
any  of  them  have  failed  to  comply  with 
the  time  limitation  of  paragraph  (b)  (2) 
(iii), of  this  section,  the  qualification  of 
the  entire  entity  will  be  terminated. 

(4)  The  assurances  specified  in  para¬ 
graphs  (b)(1)  and  (b)  (2)  of  this  section 
need  not  be  executed  on  behalf  of  the  en¬ 
tity  until  it  has  been  notified  that  the  ap¬ 
plication  is  otherwise  approvable.  At 


such  time,  the  applicant  must  spec¬ 
ify  the  date  on  which  such  assurances 
will  be  made  effective  and  must  execute 
the  assurances  accordingly.  The  Secre¬ 
tary’s  approval  of  the  application  will  be 
effective  on  the  date  so  specified. 

(c)  The  Secretary  may  determine  that 
an  entity  is  a  preoperational  qualified 
health  maintenance  organization  if  it 
provides  assurances  satisfactory  to  the 
Secretary  that  it  will  become  operational 
within  30  days  following  the  Secretary’s 
determination  of  qualification,  and  will, 
when  it  becomes  operational,  meet  the 
requirements  of  Subpart  A  of  this  part. 
Upon  notification  by  the  entity  to  the 
Secretary  that  the  entity  has  become  op¬ 
erational,  the  Secretary  will,  within  30 
days  of  such  notification,  make  a  deter¬ 
mination  whether  the  entity  is  an  opera¬ 
tional  qualified  health  maintenance  or¬ 
ganization;  in  the  absence  of  such  a  de¬ 
termination  the  organization  is  not  an 
operational  qualified  health  maintenance 
organization  even  though  it  becomes 
operational. 

§  110.604  Application  requirements. 

(a)  An  entity  seeking  a  determination 
that  it  is  a  qualified  health  maintenance 
organization  pursuant  to  this  subpart 
shall  apply  to  the  Secretary  at  such 
time  and  in  such  form  and  manner  as 
the  Secretary  may  prescribe.*  The  ap¬ 
plication  must  be  executed  by  an  indivi¬ 
dual  authorized  to  act  for  the  applicant 
and  to  assume  on  behalf  of  the  appli¬ 
cant  the  obligations  imposed  by  the  stat¬ 
ute  and  the  regulations  of  this  part. 
The  application  shall  provide  a  com¬ 
plete  description  of  how  the  entity 
meets  or  will  meet  the  requirements  of 
Subpart  A  of  this  part  and  applicable 
sections  of  the  Act  as  set  forth  in  a 
separate  application  form 1  provided  by 
the  Secretary. 


1  Applicants  should  be  aware  that  provi¬ 
sions  of  the  Freedom  of  Information  Act, 
6  U.S.C.  552,  may  require  disclosure  of  cer¬ 
tain  official  Government  records.  Regula¬ 
tions  of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  45  CFR  6.71,  provide  ex¬ 
ceptions  to  disclosure.  Applicants  submitting 
material  which  they  feel  Is  covered  by  these 
exceptions  should  label  such  material 
“Privileged”  and  include  a  concise  explana¬ 
tion  of  the  applicability  of  45  CFR  6.71. 
In  the  event  that  the  Secretary  determines 
that  Buch  material  Is  not  appropriately 
labeled  “PrivUeged”  under  45  CFR  5.71,  he 
will  Inform  the  applicant  of  such  deter¬ 
mination  and.  If  the  applicant  does  not 
concur,  allow  the  applicant  to  withdraw 
his  application.  Otherwise,  the  Secretary 
will  not  voluntarily  disclose  such  material 
and  will  notify  the  applicant  of  any  court 
process  or  subpoena  to  compel  such  dis¬ 
closure. 

1  Application  forms  and  instructions  may 
be  obtained  by  writing  the  Office  of  Health 
Maintenance  Organizations  Qualification 
and  Compliance,  Assistant  Secretary  for 
Health,  Department  of  Health,  Education, 
and  Welfare,  6600  Fishers  Lane,  Rockville, 
Maryland  20857  or  the  Regional  Health  Ad¬ 
ministrator  in  the  appropriate  Regional 
Office  of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  at  the  addresses  set  forth 
at  45  CFR  5.31(b). 


(b)  In  addition,  each  application  shall 
describe  interrelationships,  if  any,  be¬ 
tween  the  entity  and  any  of  the  entity’s 
contractors  which  provide  a  professional 
health  service  or  administrative  func¬ 
tion  or  service  to  the  entity.  Such  de¬ 
scription  should  include  identification  of 
interrelationships  such  as  common 
financial  or  beneficial  ownership,  or 
common  directorship  or  trusteeship. 
However,  descriptions  or  contracts  for 
nonmedical  services  are  required  only  if 
the  interrelationship  represents,  in  the 
aggregate,  dollar  amounts  in  excess  of 
5  percent  of  either  party’s  income  or 
expenses,  whichever  is  smaller.  If  no 
such  interrelationships  exist,  the  appli¬ 
cation  shall  so  state. 

§  110.605  Evaluation  und  determination 
of  qualification. 

(a)  The  Secretary  will  evaluate  appli¬ 
cations  submitted  under  this  subpart, 
and  may  obtain  such  additional  infor¬ 
mation  as  he  may  require,  employing  site 
visits,  public  hearings  or  any  other  pro¬ 
cedures  determined  appropriate  by  him 
and  will  determine  whether  the  appli¬ 
cant  meets  the  appropriate  requirements 
of  55  110.603  and  110.604,  section  1301  of 
the  Act,  and  Subpart  A  of  this  part. 

(b)  The  Secretary  will  notify  each  en¬ 
tity  applying  for  qualification  under  this 
subpart  of  his  determination  and  the 
basis  for  such  determination,  and  will 
publish  in  the  Federal  Register  the 
names,  addresses,  and  descriptions  of  the 
service  areas  of  the  newly  qualified 
health  maintenance  organizations  on  a 
monthly  basis,  and  a  cumulative  list  of 
all  qualified  health  maintenance  organi¬ 
zations  on  an  annual  basis. 

(c)  Copies  of  lists  published  pursuant 
to  paragraph  (b)  of  this  section  may  be 
obtained  from,  and  additional  informa¬ 
tion  regarding  qualified  health  mainte¬ 
nance  organizations  will  be  available  for 
public  inspection  between  the  hours  of 
8:30  am.  and  5  p.m..  Monday  through 
Friday  at  the  Office  of  Health  Mainte¬ 
nance  Organizations  Qualification  and 
Compliance,  Assistant  Secretary  for 
Health,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  Parklawn  Building, 
5600  Fishers  Lane,  Rockville,  Maryland 
20857. 

(d>  Upon  the  denial  of  an  application 
for  qualification  under  this  subpart,  the 
Secretary  will,  in  writing,  so  notify  the 
entity  making  such  application  and  shall 
provide  such  entity  a  reasonable  oppor¬ 
tunity  for  a  reconsideration  of  such  de¬ 
termination  under  paragraph  (e)  of  this 
section  or  for  a  fair  hearing  under  para¬ 
graph  (f)  of  this  section. 

(e)  A  request  for  reconsideration  shall 
be  submitted  in  writing,  within  60  days 
following  the  date  of  the  notification  of 
denial,  addressed  to  the  officer  or  em¬ 
ployee  of  the  Department  of  Health, 
Education,  and  Welfare  who  has  denied 
the  application,  and  shall  set  forth ‘the 
grounds  upon  which  such  reconsidera¬ 
tion  is  requested,  specifying  the  material 
issues  of  fact  and  of  law  upon  which  the 
applicant  relies.  Reconsideration  will  be 
based  upon  the  record  compiled  during 
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the  qualification  review  proceedings,  ma¬ 
terials  submitted  In  support  of  the  re¬ 
quest  for  reconsideration,  and  other  rel¬ 
evant  materials  available  to  the  Secre¬ 
tary.  Written  notice  of  the  reconsidered 
determination  will  be  provided  to  the  en¬ 
tity  seeking  reconsideration.  Such  notice 
shall  set  forth  the  basis  for  the  determi¬ 
nation  and  shall  Inform  the  entity  of  its  „ 
rights  to  seek  a  fair  hearing  under  para¬ 
graph  (f)  of  this  section. 

(f )  Any  entity  dissatisfied  with  an  ini¬ 
tial  determination  or  a  reconsidered  de¬ 
termination  of  its  application  or  qualifi¬ 
cation  under  this  subpart  may,  within  60 
days  following  the  date  of  notification  of 
any  such  determination,  request  a  fair 
hearing.  Such  request  shall  be  made  in 
writing  and  shall  specify  the  material 
issues  of  fact  upon  which  it  is  based. 

Note. — Pending  promulgation  of  regula¬ 
tions  governing  fair  hearings,  applicants  re¬ 
questing  a  hearing  will  be  provided  a  copy  of 
applicable  procedures. 
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